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Annotations key:

Table name
Column name followed by: # or $N Format (name) R T ST !
# = numeric Code list  f----- 4 Conditional choice set .
$N = character N= Length

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
ltemGroupRepeatKey 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.



Demographics (1 of 1)

SubjectID
Demographic Information
Subject...(0/5) - Select to Jump - .
Title: Subject Demographics
Birthdate of the subject
Value not provided [l * DO-MMM- vy
Gender of the subject
gender race*
Gender # IL 1 = Male 2 = Asian
2 = Female 3 = Black or African American
Race of the subject 5 = White
- 97 = Unknown
(zelect race) | Race # '—v— 95 = Other

If "Other”, describe: Value not provided

Ethnicity of the subject ethnic
1 = Hispanic or Latino

Ethnicity # IAL 2 = Not Hispanic or Latino

97 = Stated as Unknown

*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)

Eligibility

Screeni..[0/4) | | Inclusi..(0/5)

Exclusi..i0fzz) | » |~ Select o Jump - &
Title: Screening Information
Instructions: Only subjects that meek all inclusion criteria should be entered
Date and Time Screening Completed
Date: [~ ScreenDay # * DD-MMM-Y Y Time: [~ ScreenTime $6 J * HH:MM
Patient's location at time of arrest DV6739G
| ArrestLoc # | s 1 = Out of hospital arrest
| T 2 = In-hospital arrest: Non-study hospital
3 = In-hospital arrest: Study hospital
enter the date and time the consent was signed:
Date: | ConsentDay # | DD-MMM-YYYY Time: | ConsentTime $6 HH:MM
Date and Time of randomization
Date: | DayRand# | DO-MMM-YYYY Time: [ TimeRand $6 HH:MM
Assigned treatment group
DV6738G
| TreatGroup # I .

1 = Hypothermia
2 = Normothermia

THAPCA-IH_Annotated PUD eCRF_v1.0
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CardiacPatients_v2 (1 of 1)

Cardiac Patients

Cardiac...[0ja) = | 7 select to Jump - d

Title: Cardiac Patients

Did the patient have congenital heart disease?

| (Zelect ore =] | CHDYN # l

If “fes", did the patient have bwo ventricles?

[=eiect one) 5 | TwoVentrYN # I

Was the etiology of the arrest primarily an arrhythmia {e.g. prolonged QT syndrome, ventricular fachycardia)?

; YNs
(Selectone) =] | ArrhythmiaYN # |
! E | Y | 1=Yes
Did the patient have myocarditis or cardiomyopathy? 0=No

[(zelect ane) 7] | CardiomyoYN # I

Was this a post-operative cardiac surgery patient at the time of screening (i.e. had cardiac surgary during this hospitalization)?

[i=eect one) 5] | CardiacSurgYN # I

If “es", did the patient have a Morwood procedure?

[iselect one) 5] | NorwoodYN # I

THAPCA-IH_Annotated PUD eCRF_v1.0 3 of 127



BLNeurobehavioral (1 of 1)

SubjectID |
Baseline Neurobehavioral
DV6787G
Baselin...(0/5) * — Selectto Jump — A 1= Good
Title: POPC, PCPC, VABS 2 = Mild Disability
Page: 3 = Moderate Disability

4 = Severe Disability

Pediatric Overall Performance Category 5 = Coma or Vegetative state

POPC score: [ (select one) v| '| POPC # I 6 = Death DV6788G

Pediatric Cerebral Performance Category 1= qumal_ -
2 = Mild Disability

PCPC score: [(select ane) v/ pcPC# | 3 = Moderate Disability
Was the baseline VABS completed? YN 4 = Severe Disability
1=Yes 5 = Coma or vegetative state
5w | VABS_YN #
O ves O no | — li 0=No 6 = Death
If "Yes" enter the date and time VABS completed
Date:[] VABSDay # l]l:l DD-MMM-YYYY Time: | VABSTime $6 I] HH:MM

THAPCA-IH_Annotated PUD eCRF_v1.0 4 of 127



Family and Household Information

Ccaregiv...(0/10) | —3Selectto Jump —

Title: Family and Household Information
Page:

Caregiver Information

initials - Value not provided

FamilyHouselnfo (1 of 2)

SubjectID
DV6780G
v 1= Male
2 = Female

CaregiveGend #

Gender | (select gender) [+ | *

Careqgiver's relationship to the child [
Relationship| CaregivRel # |v

Caregiver's marital status

| CaregivMarit #

|v— 1 = Married

If ather, describe:é Value not provided

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

DV6782G
DV6783G

Caregiver's highest education received

I CaregivEdu #

LY

What is the annual household income of the child's family?

| Familylncome # !v

2 = Separated or divorced

3 = Never married

4 = Widowed

98 = Question not answered

Subject's Residence and Global Function

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

Where has your child lived over the past 12 months (primary residence)?

Primary residence [selecl ChildReside # | w|*

If other, descrife:

Value not provided

Compared to chidren of the same age, were your child's homnd, school or social activities limited befqre his/her cardiac arrest?

LimitedActiv #

| —.

DV6786G

1 = Not limited

2 = Limited a little

3 = Limited a lot

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

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

95 = Other
98 = Question not answered

THAPCA-IH_Annotated PUD eCRF_v1.0
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— Selectto Jump — b

Caregiv...(0/10) FAD (0f12) *

FamilyHouselnfo (2 of 2)

Title: Family Assessment Device (FAD)

Page:

Family Assessment Device (FAD)
Planning family activities is difficult because we misunderstand each other.

O strongly agree O Agree O Disagree O
In times of crisis we turn to each other for support.

O Strongly agree C Agree @] Disagree 0]
We cannot tak to each other about sadness we feel.

@] Strongly agree @] Agree O Disagree @]
Individuals in the family are accepted for what they are.

@] Strongly agree @] Agree @) Disagree @]
Ve avoid discussing our fears and concerns.

@] Strongly agree @] Agree @] Disagree @]

We express feelings to each other.

O strongly agree O Agree O Disagree O
There are lots of bad feelings in our famiby.

O Strongly agree @] Agree O Disagree 0]

We feel accepted for what we are.

O Strongly agree C Agree @] Disagree @]
Making decisions is a problem for our family.

@] Strongly agree @] Agree @) Disagree @]
Ve are able to make decisions about how to solve problems.

@] Strongly agree @] Agree @] Disagree @]

We don't get along well together.

O strongly agree O Agree O Disagree O
We confide in each other.

O Strongly agree @] Agree O Disagree 0]

THAPCA-IH_Annotated PUD eCRF_v1.0

FADPIlanning #

|

strongly Disagree O Question not

| FADCrisis #
Strongly Disagree 0] Question not answered i

| FADCantTalk #

[l

Strongly Disagree @) Question not answered *

FADFamAccept #

Strongly Disagree @) Question not answered -

FADNoDiscuss #

Strongly Disagree @] Question not answered *

| FADEXxpress #

DV6792G

1 = Strongly agree
2 = Agree

3 = Disagree

Strongly Disagree © Question not answerad *

4 = Strongly Disagree
98 = Question not answered

| FADBadFeel #

Strongly Disagree @] Question not answered ’

| FADAreAccept #
Strongly Disagree 9] Question not answered

| FADDecisions #

Strongly Disagree @) Question not answered *

| FADSolveProb #

Strongly Disagree @] Question not answered *

| FADGetAlong #

Strongly Disagree © Question not answered

| FADConfide #

Strongly Disagree @] Question not answered *

[EERIRRRE
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Family Burden CHQ

CHQ (0/13) * — Selectto Jump — hd

FamBurdenCHQ (1 of 2)

1
SubijectID ; StudyPhase

Title: Family Burden - Child Health Questionnaire (CHQ)

Page:

Date questionnaire completed

‘ QOLDay # []D * DD-MMM-YYYY

During the past 4 weeks, how MUCH emotional worry or concern did each of the following cause YOU:

Your child's physical health?

| CHQ9la# |

Your child's emational wel-being or behavior?

| CHQ91b # E

Your child's attention or learning abilities?

| CHQ91c # Ei

DV495G

1 =None at all

2 = Alittle bit

3 =Some

4 = Quite a hit
5=Alot

6 = Not answered

During the past 4 weeks, were you LIMITED in the amount of time YOU had for your own needs due to:

Your child's physical health?

| CHQ92a # Ei

Your child's emational wel-being or behavior?

|_|:I:
| CHQ92b # [+

Your child's attention or learning abilities?

| CHQO92c # E—

THAPCA-IH_Annotated PUD eCRF_v1.0

DV498G

1 = Yes- limited a lot

2 =Yes - limited some
3 =Yes - limited a little
4 = No - not limited

5 = Not answered
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During the past 4 weeks, how often has your child's health or behavior:
Limited the types of activities you could do as a famnity?

CHQ93a # -t

Interrupted various everyday family activities (eating, watching Tv)?

CHQ93b # I'jv

Limited your ability as a family to "pick up and go” on a moment's notice?

CHQ93c # e l®

Caused tension or conflict in your home?

FamBurdenCHQ (2 of 2)

DV496G
1 =Very often
2 = Fairly often

CHQO93d # ||jv

Been a source of disagreements or arguments in your family?

CHQO93e #  [lx

Caused you to cancel or change plans (personal or work) at the last minute?

CHQO3f# |~

THAPCA-IH_Annotated PUD eCRF_v1.0

3 = Sometimes

4 = Almost never
5 = Never

6 = Not answered
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FamBurdITQOL (1 of 2)

SubjectID : StudyPhase

Family Burden ITQOL

QoL (0/15)) » — Selectto Jump — w

Title: Family Burden - Infant and Toddler Quality of Life Questionnaire (ITQOL)

Page: O mark cRF complete TN (=T ()

Date questionnaire completed

‘ ITQOLDay #

C) = ™ oommm-yyyy

During the previous 4 weeks, how MUCH anxiety or worry did each of the following cause YOU?

Child's feeding, eating, sleeping habits

| 1ITQOL91a #

Child's physical health

| ITQOL91b # E_p._

Child's emotional wel-being or behavior

ITQOL91c # E_h_* : DV495G
| 1= None at all
Child's learning abilities or cognitive development 2 = A little bit
| ITQOL91d # B = W 3 =Some
4 = Quite a bit
Child's ability to interact with others 5=A lot
| ITQOL9%e#  |rete— 6 = Not answered

Child's behavior

| ITQOLI1f #

Child's temperament

E ; !'
|ITQOL919# E—n—

THAPCA-IH_Annotated PUD eCRF_v1.0
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FamBurdITQOL (2 of 2)

During the previous 4 weeks, were you LIMITED in the amount of time YOU had for your own personal needs due to problems with your child's personal needs?
Feeding, eating, sleeping habits

ITQOL92a # :

Physical health
ITQOL92b # P—_—

Emotional welkbeing

it

ITQOLO2C # |fanle V495G

Learning abilities or cognitive development 1 = Yes- limited a lot

2 =Yes - limited some
PR .
ITQOL92d #  [s5i--t 3 = Yes - limited a little

Ability to interact with others 4 = No - not limited
5 = Not answered
Behavior
Temperament
et o o O mark crF complete (IETTNINE BTN

THAPCA-IH_Annotated PUD eCRF_v1.0 10 of 127



GestationalAge (1 of 1)

Gestational Age

Gestati.(0/2) | * — Select to Jump — El

Title: Gestational Age

Instructions: This form is required for subjects less than 5 years of age at the time of randomization.

Was the patient's gestational age at birth 38 weeks or less?

| GestAgeBirth #

| » ¥ If Mo® or "Could not determine”, skip the next guestion and save the form.

) i . YNCND
If "Yes", enter the patient’s gestational age at birth: 1= Yes
| GestAgeWeeks # weeks | 0=No

93 = Could not determine

THAPCA-IH_Annotated PUD eCRF_v1.0 11 of 127



Baseline (1 of 3)

: SubjectID
Baseline Assessments
Events 1¢0/1) || Labs 1 (0/19) Labs 2 (nfz4) | » [ - Selectto Jumg - v
| Title: Event Review (Baseline evaluations) I YN
Were any culture specimens obtained prior to randomization? 1= Yes
| BLCultureYN # O was O p ¥ IF"es", record onculbure log| 0 = No

Events 1 (0/1) Labs 1(0f19) || Labs 2 (ojza) | » | - SelectioJump - >/
| Title: Laboratory Tests (Baseline evaluations) YN |
Were any complete blood counts {CBC) obtained prior to randomization? 1=Yes
I =
e Qe O | BECBOYNE oo N e SRR S
If "res", enter the most recent Hemoglobin, Platelet count and White blood cell count results available prior to randomization | Basel ine_CBC II
: Date collected (DD-MMM-YYYY) | Time collected {HH:MM}) Hemoglobin {g/dL) Platelet count {103 /microL) | White blood cell {10 3/microlL) ety il ::I
[ BLCBCDay# ||T0 |[BLCBCTime$6 | [ BLHgb# | |[ BLPlawelet# | [[BLWBC# | |gw | SublectlD 1
LADD ) ItemGroupRepeatKey | :
Iluteeeeneeneesntesannsaesesnansasnnaessnsassssnsasasssasaanstasanntaseannteseatttesnttesnnattessnsnessssasessssasannre YN
Were any of the following liver function tests {LFT) obtained prior to randomization? 1=Yes
O e O o | BLLFTYN # l 0=No
: If "Yes", enter the most recent ALT, AST, LDH and Total bilirubin results available prior to randomization T TS T T T T
; Baseline Liver 1!
Date collected {DD-MMM-YY¥Y) | Time collected {HH:MM) ALT/SGPT (U/L) AST,/SGOT {U;L) LDH {U,/L) Total bilirubin {(mg,/dL} | — T ———=—=—=—=— =
i po—— e 1
BLLFTDay # | BLLFTTime$6 || BLALT # |_|\_| BLAST # uu BLLDH # IJ| BLBilirubin# ||  SubjectiD
[ ADD ]
H ItemGroupRepeatKey
.. “.,e':e .an; |; io.c;d. ;:.; .aé;-ll.a.t;;:n .te.st;o.bt.alr.. ..Ec.l .p.r .I D.; .;.;;'ar'.;j‘;ﬁ;za}: .i D.n?. ................................. 1YE Yes ....................................................................
Oves Omo* | BLCoagYN # Ii 0= No
If‘|'es,enterthemustrecentPT,PTTand R resiie avaiabie prio o vandomisatian ™™ S
: , .
Date collected (DD-MMM-YYYY) | Time collected {HH:MM} PT (seconds) PTT (seconds) INR Basel Ine—coags :
: [ — K :
| B | I I | e " Gbjeetp
i .4 BLCoagDay # | | BLCoagTime $6 | | BLPT # | | BLPTT # | | BLINR # |
: ItemGroupRepeatKey

THAPCA-IH_Annotated PUD eCRF_v1.0 12 of 127



Baseline (2 of 3)

Events 1 (0/1) Labs 1 (019 Labs 2 (0jza) = | - Select to.jump -

Title: Laboratory Tests {Baseline evaluations)

YN
1=Yes
0=No

Were any of the following pancreatic enzyme tests obtained prior to randomization?

O yes O o * | BLPanENZYN # li

Date collected (DD-MMM-YYYY) | Time collected (HH:MM) Amvylase {U/L) Lipase {U,/L)

BLPanEnzDay # || BLPanEnzTime $6

BLAmylase # [:” BLLipase # D e it I ;
[ ADD ItemGroupRepeeatKey
:
) ) ) ) . YN
Were any of the following chemistry tests obtained prior to randomization? 1= Yes
O ves O o * | BLOthChemYN # ——— 0=No

If "res", enter the most recent Magnesium, Ionized calcium, Total calcium, and Phosphate results available prior to randomization

Date collected {DD-MMM-YYYY) | Time collected (HH:MM) Magnesium {mg,/dL})

Ionized calcium {mmol/L)

! Baseline Chemistry !

Total calcium {mag;/dL) Phosphate {(mg,/dL)m — — o — — — ...._..._..__..._....I__

:| IF"Yes", enter the most recent Lactate test results available prior to randomization

Date collected (DD-MMM-YYYY)

: Time collected (HH:MM) Lactate (mmol/L) S, a

u BLLactDay # | |:| BLLactTime $6 |[| BLLactate # D "X | s ubjecuD

: m Lt B
ItemGroupRepeeatKey

THAPCA-IH_Annotated PUD eCRF_v1.0
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Baseline (3 of 3)

Were any arterial blood gas (ABG) tests obtained prior to randomization? YN

O ves Owe™ [ BLABGYN # é=mﬂ
=NO

If "Yes", enter the most recent ABG test results available prior to randomization

Date callected: | BLABGDay # DO-MMM-Y
Time collecked: BLABGTIme $6 HH: MM
| BLABGpH #
BLABGPaCO2 #
PaCioz: mrmHg
BLABGPaO2 #
Pacz: mrmHg
BLABGSat #
Saturation: s
HiZ03 [ Bicarbonate: BLABGBicarb # mmaliL

THAPCA-IH_Annotated PUD eCRF_v1.0
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ArrEtiol (1 of 4)

SubjectiD !

Etiology of Cardiac Arrest

Descrip...i0/3) || Cardiov...[0/3) MNeurolo...(0)3) » | --Selectto Jump - i

Title: Description of Arrest

Instructions: The purpose of questions in this section is to classify the single primary etiology For the cardiac arrest, as well as to provide a basic descriptive narrative about the arrest events,

Type a brief description of the events leading to the cardiac arrest

Brief description of ; *
cardiac arrest Value not provided
DV7096G
Select the primary cause of the cardiac arrest {only one). | PrimaryCause # | 1= Cardiovas_cular event
2 = Neurological event
Select single primary O Cardiovascular event * 3 = Congenital heart disease
cause of cardiac arrest O Meurological event 4 = Respiratory event
O congenital heart diszase 5 = Multiple organ system failure (MOSF)
O Respirakory event 6= Drug overdose
O Multiple organ systemn Failure (MOSF) 7= EIeCtrOIWe imbalance
O Drug overdose 95 = Other
O Electrolyte imbalance 97 = Unknown
O other
O Urknown

IF "Other", specif

Value not provided éRequired if "Other" was selected above,

THAPCA-IH_Annotated PUD eCRF_v1.0 15 of 127



ArrEtiol (2 of 4)

Descrip...(0/4) Cardiov...(0/3)| | Neurolo...(0/3) » | —Selectto Jump — b

Title: Cardiovascular

Instructions: The purpose of questions in this section is to identify whether cardiovascular events contributed to the cardiac arrest, and if yes, to indicate the specific type of event.

Page:
YN
'Was the cardiac arrest the result of a cardiovascular event? 1=Yes
O yee O 1o | EtiolCardYN # ———— 0=No
Vs SelcE oF Biter e cardiovasculir STeHS) COMFBUTIG 5 TR Gardiac arrast " T """ 77T T T I e
| . . . |
Contributory cardiovascular event(s): If "Other”, specify: | ArrEtloI_EtloICardlo |
{ . - { — e e e e e — — — —
(selectall hatappy) | Eti0ICardio # ¥ Value not provided R
: * P _ i SubjectiD |
[ ADD | Loomm oo ;
DV6764G ItemGroupRepeatKey

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

Cardiov...(0/3) Neurolo...[0/3) | Congeni...(0/3) » | —Selectto Jump — 4

Title: Neurological

Instructions: The purpose of questions in this section is to identify whether neurological events contributed to the cardiac arrest, and if yes, to indicate the specific type of event.

Page: YN
Was the cardiac arrest the result of a neurological event? 1="Yes
A | _
O ves O o * EtiolNeuroYN # | 0=No
If "Yes", select or enter the neurological event(s) contributing to the cardiac arest |
: 1 . .
: Contributory neurological event{s): If "Other”, specify: | ArrEUOl_EthlNEUrO 1
: - . e e — — 1
EtiolNeuro # Value not provided B !'_'_'S_'E)'__'EIB'_'_E
: ; 1 upjec i
H [ L oHeet }
i || Dve765G ltemGroupRepeatKey
1 = Seizure with apnea
95 = Other
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ArrEtiol (3 of 4)

Neurolo...(0/3) Congeni...(0/2) | Respira...(0/2) » | —Selectto Jump - b’

Title: Congenital Heart Disease

Instructions: The purpose of guestions in this section is to identify whether congenital heart disease contributed to the cardiac arrest, and if yes, to indicate the specific type of contribution.

Page:

2 = Hypoxemia

3 = Low cardiac output

4 = Postoperative during hospitalization
95 = Other

YN
Was the cardiac arrest the result of congenital heart disease? 1=Yes
. i [ _
O ves © 10 | EtiolCongYN # | 0=No
T e el o e i ot Tt Gisemmsale] Comtibuting 00 T Cardhd a2 T e s smneeee
: -
Contributory congenital heart disease(s): If "Other”, specify: 1 ArrEtlol_EtloICongHrt :
: - E - ; b e e e e e — -
EtiolCongHrt # | | Value not provided @ R
i SubjectiD |
[ ADD] | !
: L imimimmmm o i
DV6766G
| 1= Arrhythmia ItemGroupRepeatKey

Congeni...(0/3) Respira...[0/3) | Miscell...[0/5) » | —Selectto Jump — hd

Title: Respiratory Event

Instructions: The purpose of questions in this section is to identify whether respiratory events contributed to the cardiac arrest, and if yes, to indicate the specific type of event.

Page: | | YN
Was the cardiac arrest the result of a respiratory event?l EtIOIReSpYN # i 1=Yes
0=No
O ves O no
S e O S T ey T T e i g e o
Contributory respiratory event(s): : If "Other”, spedify; : ArrEti0|_Eti0|Resp I
[I EtiolResp # : Value not provided - - smsssssmnd
: i SubjectiD |
[ ADD | Lomimimimimieie o, ]
DV6767G ItemGroupRepeatKey
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
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ArrEtiol (4 of 4)

Congeni...[0/3) Respira...[(0/3) Miscell...(0/3) * | Select to Jump —

Title: Miscellaneous

Instructions: The purpose of questions in this section is to ask whether several miscellaneous types of events contributed to the cardiac arrest.

Page:

Multiple Organ System Failure (MOSF)
Was the cardiac arrest the result of multiple organ system failure?

O ves O o " | EtOIMOSF# L
Drug Overdose
Was the cardiac arrest the result of a drug overdose?

O ves O no ™ | EtiolDrugOv # |—

YN

Electrolyte Abnormality 1= Yes
Was the cardiac arrest the result of an electrolyte imbaknce? 0=No

© ves O o™ | EtiolElectro # I—
Other Event (not previously listed)
Was the cardiac arrest the result of another event not listed previoushy?

O vee O 1o * | OtherEtiol # I—

If "Yas", spacify: Required if previous question was answered "Yes",

Value not provided

THAPCA-IH_Annotated PUD eCRF_v1.0
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IHCardiacArr (1 of 5)

SubjectID _
In Hospital Cardiac Arrest
Cardiac...(0/13) || Initial...(0/5 Hospita...(0/11 » | —Selectto Jump — 4
Title: Cardiac Arrest Event
Page:
DV7123G
Location at time of cardiac arrest 1 = Arrest at non-study hospital YN
Locstion: [ select one) - | IHArrestLoc # I_ 2 = Arrest at study hospital 1= Yes
Date and time of cardiac arrest | TimeKnown # Ii 0=No
Date: ArrestDay # hD * DD-MMM- Time known? O ves O o ” If "Yes" enter time: TimeArrest $6 HH: MM
Y
YN
Duration of arrest ArrestDur # —
. 1=Yes
prior to CPR:
CPRKnown # 0=No
Date and time of cardiopulmonary resuscitation started (chest compgressions)
CPRDay # . . -
Date: ’—I y hD * DD-MMM- Time known? O YesOne™ If "Yes" enter time: l CPRTime $6 HH:MM
YYYY
uration of chest CPRDuration # |' (best estimate) YN
Compressions:
1=Yes
Return of Spontaneous Circulation (ROSC) 0=No
Date and ffime of ROSC ROSCKnown #
. . R TimeKnown
Date: ’_I ROSChay # hD © DD-HMM- Time known? O vyes O o ©  If "Yes" enter time: ‘ OSCTimeKnown $6 .,
Y
"Mo", estimated HH:MM

time:

i| ROCTimeEst # |J

DV7124G

1 =< 2 minutes

2 =2 to 5 minutes

3 => 51010 minutes
4 => 10 to 15 minutes
5 => 15 to 20 minutes
6 = > 20 to 30 minutes
7 = > 30 to 40 minutes
8 = > 40 minutes

DV7093G

1 =< 2 minutes

2 =2 to 5 minutes

3 =>5to 8 minutes

4 = > 8to 11 minutes
5=>11 to 15 minutes

6 = > 15 to 20 minutes

7 => 20 minutes

99 = Unable to determine

99 = Unable to determine

THAPCA-IH_Annotated PUD eCRF_v1.0
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IHCardiacArr (2 of 5)

Cardiac...[0/13 Initial...(0/5) | | Hospita...(0/11 » | — Select
Title: Initial Arrest Rhythms DV6761G
1 = Asystole

Initial arrest rhythm

If "Other” describe: [ Value not provided

2 = Bradycardia
Rhythm: [ (select one) | InitialRhyth # E * 3 = Pulseless electrical activity (PEA)
|—| 4 = Ventricular fibrillation

5 = Ventricular tachycardia

95 = Other
97 = Unknown
Waere there other reported rhythms during chest compressions?
YN
CPRRhythYN # |
O ves O no | I 1=Yes
0=No
If "Yes”, other rhythms reported during hospital chest compressions. | b | ...

Other rhythms: If "Other” describe:

§|'CPRRhythm# b Value not provided JB I-_____'________'ig

i SubjectlD
[ ADD| L ;
ItemGroupRepeatKey
DV6762G
1 = Asystole

2 = Bradycardia

3 = Pulseless electrical activity (PEA)
4 = Sinus rhythm

5 = Ventricular fibrillation

6 = Ventricular tachycardia

95 = Other

THAPCA-IH_Annotated PUD eCRF_v1.0
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IHCardiacArr (3 of 5)

Initial...(0/5) Other C..(0f3) | Hospita.(0/1) = |~ SelectioJumg - 4

Title: Other Cardiac Arrest Event

Inskructions: Record cardiac arrest events requiring at least 2 minutes of chest compressions, and a resulking ROSC of at least 20 minutes, that occurred after the qualifving arrest, but prior to

randomization.

Did the patient have additional cardiac arrest events after the qualifying arrest but prior to randomization?

O ves O 1o ® | OthCAYN # I YN
1=Yes
If "¥es", enter the date and time of each cardiac arrest event 0=No
........... DatE{DD_MMMWW)TImE(HHMM}
|- - = = -==-========-= 1
OthCATm S6 1 IHCardiacArr_OtherlnHospCA
[ othcADay# | [=]] ER| | 'HCardiacAm_OtherinHospCA
[ ADD | | SubjectiD |
ItemGroupRepeatKey
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IHCardiacArr (4 of 5)

Initial...(0/5 Hospita...(0/11) | Admissi..(0/6 » | —Selectto Jump — DV6772G
1 = Emergency department
2 = Non-intensive care inpatient ward

Title: Hospital Based Resuscitation Information

Location within hospital at time of arrest 3 = Intensive care unit (includes intermediate care)
. , . 4 = Operating room
Location: ) ArrestHosp # . . .
ocation: | (Select one} ! P u‘ 5 = Other clinical location (radiology\\,laboratory\\,etc.)
Was IV present at the time of arrest? 6 = Non-clinical location
O ves © no © unable to Determine * | IHIVPresent # INgD
=Yes

Was patient intubated at the time of arrest? 0=No

| IHIntubated # Ii 94 = Unable to Determine

O ves © no © unable to Determine

If "ves" date of initial intubation

Date: H IHIntubDay # D ) oo-mmm-yyyy
YN DV7094G
Previous PICU admission during current hospitalization? 1= Yes 1=1
. IHPICUAdmiss # - 2=2
O ves O no | Ii 0=No 3=3
_ DV7095G
Number of defibrillation attempts at hospital ‘5" " g 1=1
Defibrlations: ~ | DefibHosp # | 6= 55 2=2
96 = None B
Number of doses of epinephrine administered at hospital 97 = Unknown g = g
Doses epinephrine: * | EpinephHosp # I 6=6
7=7
Were open chest compressions performed? 8=8
9=9
Open chest? © ves O wo ™ [ OpenChestCPR# | 10 =10
YN
Was ECMO used following cardiac arrest and prior to randomization? 1=Yes éé = ;10
— = None
ECMO used? O vag O Mo © | ECMO # 0=No 97 = Unknown
If "Yes" date and time of ECMO
start date: [| ECMOStartDay # ‘D DD-MMM-YYYY Start tin‘{ ECMOStartTim $6 HH:MM
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IHCardiacArr (5 of 5)

Rhythm ...(0/6) Hospita...(0/6) Admissi...(0/g) » |~ Selectto Jump -

Title: Study Hospital Admission Information

Dates and times at study hospital
Date and time of arrival at study hospital

Date:| ArrivalDay # []I:I* DD-MMM-YYYY

Date and time of study hospital admission

Date:| AdmitDay # ” ) = op-MMM-YYYY

Date and time of PICU admission

Date:| PICUDay # ”l:l* DD-MMM-YYYY

THAPCA-IH_Annotated PUD eCRF_v1.0

Tirne:| ArrivalTime $6

D* HH:MM

Tirne:| AdmitTime $6

D* HH:MM

Tirne:| PICUTime $6

D* HH:MM
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Review of Systems

One (0/18) || Two (0/16) | » [ —Selectio Jump —

ReviewSystem (1 of 4)

Title: Review of Systems Section One

Instructions: Indicate Mormal, Abnormal, or Unknown for every systemn. If abnormal, then you must provide a description

Date and Time of Review of Systems

pate] REVSystDay #

* DD-MMM-YYYY

HEENT review | HEENT #

Time

RevSysTime $6 r HH:MM

HEENT: O normal
C aAbnormal
C unknown

If "Abnormal”,
provide description:

Value not provided

Cardiovascular review Cardiovasc #

Cardiovascular: O wormal

C Abnormal
O Unknown

If "Abnormal”,
provide description:

DV6776G

Value not provided

1 = Normal
2 = Abnormal

97 = Unknown

Respiratory or pulmonary review

RespPulm #

Respiratory: O wormal
O Abnormal
C Unknown

If "Abnormal”,
provide description:

Value not provided

Gastrointestinal review Gastrointest #

Gastrointestinal: O ol

C aAbnormal
C Unknown

THAPCA-IH_Annotated PUD eCRF_v1.0

If "Abnormal”,
provide description:

Value not provided
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Hepatic review Hepatic #

ReviewSystem (2 of 4)

Hepatic: O worral
C abnormal
O Unknown

If "Abnormal”,
provide description:

Genitourinary review | Genitourin #

Value not provided

Genitourinary: Hormal
O abnormal
C Unknown

If "Abnormal”, I

provide description:

Renal review RenalSymptom #

Value not provided

DV6776G

1 = Normal

2 = Abnormal
97 = Unknown

Renal: O wormal
O Abnormal
O Unknown

If "Abnormal”,
provide description:

Neurologic review NeuroloSymp #

Value not provided

Meurologic: O yorrmal
O abnormal
© Unknown

THAPCA-IH_Annotated PUD eCRF_v1.0

If "Abnormal”,
provide description:

Value not provided
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ReviewSystem (3 of 4)

One (0,/18) Two (0/16) * — Selectto Jump —

Title: Review of Systems Section Two

Instructions: Indicate Mormal, Abnormal, or Unknown for every system. If abnormal, then you must provide a description

Psychiatric review Psychiatric # I
PS‘,‘ChiEtriC: O Mormal * If ".‘!\|JI'IIZIITI13|"r .
O abnormal provide description: Value not provided
O Unknown
Endocrine review Endocrine # I
Endocrine: O Normal If “Abnormar’, [ Value not provided
O abnarmal provide description:
O Unknown

Hematologic # |

DV6776G

1 =Normal

2 = Abnormal
97 = Unknown

Hematologic review

Hermatologic: O wormal If "Abnormal”, )
p e Value not provided
O Abnormal provide description:
O Unknown

Musculoskeletal review | Musculoskel # !

Musculoskeletal: O yorral If "Abnormal”, .
O Abnormal provide description: Value not provided
O Unknown

THAPCA-IH_Annotated PUD eCRF_v1.0
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Dermatologic review

Dermatologic #

ReviewSystem (4 of 4)

Dermatologic: O ol

O abnormal
O Unknown

If "Abnormal”,
provide description:

Allergies Allergies #

Value not provided

Allergies: O Naormal
O abnormal
Q Unknown

If "Abnormal”,
provide description:

Immunologic review Immune #

Value not provided

DV6776G

1 = Normal

2 = Abnormal
97 = Unknown

Immunologic: O yarmal

O abnormal
O Unknown

If "Abnormal”,
provide description:

Alcohol or drug abuse review AlcohDrug #

Value not provided

Alcohol/Drug abuse: O Normal

O abnormal
O Unknown

THAPCA-IH_Annotated PUD eCRF_v1.0

If "Abnormal”,
provide description:

Value not provided
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PhysExam (1 of 3)

Physical Examination

Basic L...[0/4) | Body Sy...[0/2) Body Sy...[0/9) » | —Selectto.Jun

Title: Basic Information
Basic Information
Date of physical exam [ [ PEDay # ) * po-Mmm-vyyy
Time of physical e:-:am|_| PETime $6 | | * HH:MM
Height:| | Height # | |* (cm)
Weight:ﬂ Weight # | |* (ko)
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PhysExam (2 of 3)

Basic L...(0/4) Body Sy...(0/8) || Body Sy...(ojo) | » | —S9electio Jump —~ 4

Title: Body System/Site (Part 1)

Instructions: Indicate Normal, Abnormal, or Mot Assessed for every site. If abnormal, then you must provide a description

HEENT Examination Findings | HEENTPE # |
If 'Abnormal’ is selected, description is required.

HEEMT | (selectone) || Description:(Required

if Abnorrmal)

Value not provided

Cardiovascular Examination Findings

| CardioPE # |

If 'Abnormal’ is selected, description is required.

Cardiovascular | (selectone) |»|* Description:(Required

if Abnorrmal)

Value not provided

DV6779G
1 = Normal
2 = Abnormal

3 = Not Assessed

|
Lung Examination Findings | LungSPE #

If 'Abnormal’ is selected, description is required.

Lungs | (selectone) | |* Description:(Required

if Abnorrmal)

Value not provided

Abdomen and GI Examination Findings | AbdGIPE #

If 'Abnormal’ is selected, description is required.

Abdomen/GI| (selectone) |»|* Description:(Required

if Abnorrmal)

THAPCA-IH_Annotated PUD eCRF_v1.0
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Basic L...[0/4) Body Sy...(0/8) Body Sy...[0/3) *

PhysExam (3 of 3)

— Selectto Jump — hd

Title: Body System/Site (Part 2)

Instructions: Indicate Normal, Abnormal, or Mot Assessed for every site. If abnormal, then you must provide 3 description.

Extremities and Musculoskeletal Examinati inas
If 'Abnormal’ is selected, description is required. ExtremPE #

Extremities | (select one) || ™ Description:(Required

if Abnarmal)

Neurologic Fxamination Findings

Value not provided

If "Abnormal is selected, description is required.| NeurologPE #

Meurologic | (select ane) |w | * Description:(Required

if Abnarmal)

Value not provided

Skin Examination Findings

SKIinPE #

If 'Abnormal’ is selected, description is required.

DV6779G
1 = Normal
2 = Abnormal

3 = Not Assessed

skin | (selectone) |w|* Description:(Required

if Abnormal)

Lymph Nodes and Hematology Examination Findings

Value not provided

If 'Abnormal s selected, description is required.| LYMphHemPE #

Lymph Nodes / | (selectone) || * Description:(Required

Hematology if Abnarmal)

Additional Comments about the Physical Examination (optional)

Value not provided

Additional comments ;
about the physical Value not provided
examination
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PreArrest (1 of 6)

SubjectID
Pre-Arrest Status B
Diagnos...(0/18) | | Diagnos...(0/18 Severit...(0/6 » | —Selectio Jump ~ .
Title: Pre-Arrest Conditions YN
Did patient have a pre-existing prenatal condition? 1=Yes
. | PreExPrenat # l_ 0=No
@] Yes C Mo I
U X If"Yes",s:eIectorenterallprenatalcondltlonsthatapplv———————————
1 PreArrest Prenatal |
Prenatal conditions If "Other”, describe: DV6741G b e e e e m == '
. 1 = Apnea of prematurity (estimated T T i
(one condition per row,add as many rows as needed) hd Value not provided . . Ve
0 Prenatal # | | P 3 gestational age is <36 weeks) L _SLbe_e?“_D_ N
[ ADD] | 95 = Other i
ItemGroupRepeatKey
Did patient have a pre-existing lung or airway
@] Yes C Mo
....... If "Yes”, select or enter all lung and [ or airway diseases that applY: ey
: === ———— :
: A 1 ¢
: Lung or Airway Disease If "Other”, describe: I PreArrest_LungDisease |E
S L — o —— : ———————— -l :
|[Dne condition per row,add as [nan'y' rows as needed) hd | l Value not provided ! : SUbjECUD !
: | LungDisease # : ! b
: [ ADD | Lmim e it
ItemGroupRepeatKey

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
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PreArrest (2 of 6)

Did patient have a pre-existing congenital heart disease? 1YN v
O ves O 1o | PreExCongHrt # I 0= Ngs
greeete I1. 2 Xes, seleck or. enter al.congenital. heark. diseases. Hhat.aRRl ... Tl i s e e .
Congenital Heart Disease If "Other”, describe: : PreArrest_CongenHeart : ‘
{one condition per row,add as many rows as needed::| CongenHeart # A Value not provided : T T‘_"_‘"_‘?‘ IR
| | Swbieald
ItemGroupRepeatKey

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
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Did patient have a pre-existing acquired heart disease?

PreArrest (3 of 6)

O vee O 1o * | PreExAcqHTrt # |

YN
1=Yes

i | If "Yes”, select or enter all acquired heart diseases that apply:

Acquired Heart Disease

If "Other”, describe:

0=No

DV6744G

1 = Cardiomyopathy

|[c|ne condition perru?w.adcl as many rows as needed) | Value not provided 3 9= Myocarditis
I =00 AcquiredHrt # 95 = Other
Did patient have pre-existing arrhythmia? YN
| 1=Yes
O vee O 1o” | PreExArrhyth # | 0= No
TS el B b el et ot e e s
E a5, sel or enter all arrhythmias that app DV6745G

Arrhythmia

If "Other”, describe:

1 = Atrial (SVT, flutter/fib, JET)

|[Dne condition per row add as many rows as needed) | » |

Value not provided

X ] 2 = Ventricular (VT, VF, Torsades)
3 =AV block

i |
DD |Arrhythm|a# |

Did patient have a pre-existing immunocompromised condition or is taking an immunosuppressive medication?

. |
O ves O 1o * | PreExImmuno #

95 = Other

YN
1=Yes

0=No

¢ | If "Yes", select or enter any immunocompromised conditions and / or immunosuppressive medications that apply:

Immunocompromised Condition or Medication

|[une condition per row,add as many rows as needed) |+ |

If "0Other”, describe:

[ Value not provided [ X )

Immunocomp #
Croolll % 1 overasc

1 = Chronic steroids
2 = Cancer or leukemia
95 = Other

| SubjectiD |
ItemGroupRepeatKey

e ———————
: PreArrest_Arrhythmia :

THAPCA-IH_Annotated PUD eCRF_v1.0
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I______________I
; PreArrest_Immunocomp 1}
______________ 1:
| SubjectlD i
ItemGroupRepeatKey
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PreArrest (4 of 6)

Diagnos...(0/18 Diagnos...(0/18) | | Severit...(0/6 » | — Selectio Jump — b
Title: Pre-Arrest Conditions YN J
Did patient have a pre-existing transplant? [ preExTranspl # 1=Yes
* 0=No
O ves O 1o
: If "Yes”, select or enter all transplants that apply: ;' . _l == 1
I:
_ DV6747G | PreArrest_Transplant I
Transplant If "Other”, describe: 1 = Bone marrow TS ST T T T oo oh
- 1
|[|:|ne condition per row,add as many rows as needed) » | ! Value not provided ﬂ 2= Liver :_ SubjectlD i
: 3=Heart | 2t i
[ ADD ] | Transplant # I 95 = Other ItemGroupRepeatKey
Did patient have a pre-existing gastrointestinal disorder? | PreExGastro # YN
) 1=Yes
O ves O no ™ 0=No
T s e o St Sl e sl comditions Thait oy “““““‘|
1 PreArrest_Gastro |
Gastrointestinal If "Other”, describe: L e m e mm— == =
] I
[ (one condition per row,add as many rows as needed) ||| \/alue not provided d DV6748G i SubjectlD
] 1 = Gastroesophageal reflux S ¥
[ ADD | | Gastro # | 95 = Other ItemGroupRepeatKey
Did patient have a pre-existing endocrine condition? | PreExEndo # 1YN v
=Yes
O ves O no ™ 0=No
If "Yes”, select or enter all endocrine conditions that apply:
Endocrine If "0Other”, describe: , PreArrest_Endocrine ¥
|[|:|ne condition per row,add as many rows as nesded) | I Value not provided ] B3| pve749G === _i'_"_"_"'_"_"_"_‘::
o ’ : 1 = Diabetes i SubjectlD i
| Endocrine # I 95 = Other S 7
ItemGroupRepeatKey | :
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PreArrest (5 of 6)

Did patient have a pre-existing renal condition?

O ves O 1o I| PreExRenal #

If "Yes”, salect or enter all renal conditions that apply:
Renal Condition If "Other”, describe:

Value not provided @

|[DHE condition per row,add as many rows as needed) |

= | Renal #

Did patient have a pre-existing neurologic condition?

O ves © 1o '| PreExNeuro #

If "Yes”, select or enter all neurologic conditions that apply:
Neurologic Condition If "Other”, describe:

Value not provided B

: |[DHE condition per row,add as many rows as needed) |+ |

i |
= | Neurologic #

Did patient have any other significant pre-existing medical condition?

O ves O 1o * | PreExMisc #

F——— 0=No

If "Yes”, please select or enter any other significant medical conditions not listed previously that apply:

Miscellaneous

1 PreArrest Renal |
DV6750G L e e a
1 = Chronic renal failure T T
2 = Acute renal failure 'L__quj_e(_:“_D__'
oEomer ] ItemGroupRepeatKey
YN
1=Yes
I oo Acroct Nepomtmci
DV6755G ; PreArrest_Neurologic 1
1 = Known developmental ———--== :_—._—._—.:_.—__—_li
delay/mental retardation i SubjectiD i
2 = Selzures Lo im e — f
95 = Other ItemGroupRepeatKey
YN
1=Yes
et b, ettt et ettt sesse s seeseenees e
I PreArrest_Misc I

If "Other”, describe:

: |[DHE condition per row,add as many rows as needed) |+

i Value not provided [ X |

oD | Misc #

DV6756G

1 = Cyanotic heart disease (baseline sat < 85%)
2 = Pulmonary hypertension

3 = Failure to thrive

95 = Other

| SubjectiD |

Loim s m e 1t

ItemGroupRepeatKey
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Diagnos...[0/18 Diagnos...[0/18

PreArrest (6 of 6)

Severit...(0/6) | = |~ SelectioJump—

Title: Severity Indicators and Pre-arrest medications

Was the patient receiving supplemental oxygen when the arrest occurred?

O ves © 1o~ | PASUpPpOX # I

Did the patient have a tracheostomy when the arrest occurred?

QO ves Qo * | PATracheost # |

Was the patient on mechanical ventilation when the arrest occurred?

O ves © 1o * | PAMechVent # |

Did the patient have a surgically placed gastric or small bowel feeding tube when the arrest occurred?
O ves O o™ | PAFeedTube # |

YN
1=Yes
! 0=No

Were medications taken within 24 hours prior to cardiac arrest?

O ves O o "

MedsYN #

Name of medication

If "Yes”, list all prescriptions and OTC medications taken within 24 hours of cardiac arrest:

Value not provided B : SubjectiD
Lomomimimmmm . it
 ADD) ItemGroupRepeatKey
Derived variables included in the PreArrest_PreArrMeds dataset:
Variable Format Type Label Algorithm / Notes :
codedmedname S Coded Medication Name Verbatim terms were coded using MedDRA vefrsion 13

code S

RxNorm Code

Verbatim terms were coded using RxNorm ver%s,ion 02/01/2010
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Pre-intervention Vital Signs

VitalSi...0/s) | | Electro. oy | | - SElectta dump -

| Title: Pre-intervention ¥ital Signs |

Enter the most recent ¥ital Sign values collected prior to randomization, and all values collected between randomization and start of intervention

: Date {(DD-MMM-YYYY) Time (HH:MM) Systolic BP (mmHg) Diastolic BP {mmHg) Mean BP {mmHg}) Heart Rate (bpm)
|| BLVSDay# |E3] BLVSTmS6 || BLSystBP # |[| BLDiastBP# ||| BLMeanBP# ||| BLHeartRate# | gm
A oo |

THAPCA-IH_Annotated PUD eCRF_v1.0 37 of 127



Pre-intervention Electrolytes

¥italsi...(0/8) Hlectro..ofay| » |~ Selectto Jump —

| Title: Pre-intervention Electrolytes

¢ Enter the most recent Electrolytes values collected prior to randomization, and all values collected between randomization and start of intervention

Date (DD-MMM-YYYT) Time (HH:MM} Sodium {mmol/L}) Potassium {mmol;/L) Bicarbonate {mmol /L) Chloride {(mmol/L) BUN {mag, dL)

| BLLytesDay # |:|| BLLytesTm $6 || BLSodium # [:] BLPotassium # ﬂ| BLBicarbonate # H BLChloride # |_| BLBUNitrogen D
[ ADD ]

Creatinine {mqg,/dL) Glucose {(mg;/dL})

BLCreatinine # D| BLGlucose # DB
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HGIntervenSumm (1 of 2)

Hypothermia Intervention Summary

THG (0f10% || ET (0/5) | -- Select to Jump -- w

Title: Intervention Summary: Therapeutic Hypothermia Group

Instructions: Record summary information throughout the duration of per-protocol temperature contral,

Induction Phase

Date and time active temperature control is initiated

Date : | IntervDay # H DDy

Maintenance Phase

Date and time temperature is mainkained in the 32.0-34,0°C range For one hour

Drake: | TargTempDay # J DDy

Re-warming Phase

Drate and time rewarming begins

Date: | RewarmDay # J DD-MMM- Y

Mormiothermia Phase

Drate and time temperature is maintained in the 36.0-37.5 2C range for 1 hour

Date: | NormoDay # H DD-MPr- ey

End of Intervention

Date and time active temperature control is discontinued

Dake: | IntDiscDay # H DO-MMM-Y Y

THAPCA-IH_Annotated PUD eCRF_v1.0

Tirne:

Tirne:

Tirne:

Tirne:

Tirne:

IntervTime $6

|HH:MM

TargTempTime $6

|HH:MM

RewarmTime $6

|HH:MM

NormoTime $6

|HH:MM

IntDiscTime $6

|HH:MM
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HGIntervenSumm (2 of 2)

THG (0/10) ET(Of5) » | Select to Jump -- ~

Title: Intervention Discontinued Early or Mok Initiated

Instructions: Record information related to early discontinuation or non initiaked temperature contral

Intervention Discontinued Early or Mot Initiated

Wyas the active temperature control permanentl discontinued prior to 120 hours or never initiaked?

YN
O ves ™ 1=Y
AT_DCEarly # | = YES
Omw LA y | 0=No
If “fes" provide the date and time of decision to discontinue or not initiate active temperature conkreol
Date of decision: " AT Day # ‘ | DO-MMM-Y Time: of decisian: | | AT _Time $6 |_| HH: MM

If “fes" ko above (discontinued early or not inikiated), select reason ko discontinue or not initiate ackive temperature conkrol;

| (zelect reason) i AT_DCReas # ’—v|

For all reasons other than "Death”, provide descripkion of the reason to discontinpe or not initiake active temperature conkrol

Value not provided

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)

Derived variables included in the HGIntervenSumm dataset:

Variable Format ‘ Type Label Algorithm / Notes
TRTDISCREASON

TrtDiscReason 1=Improvmg M Treatcment d|§cont|nued reason categorized by
2=Worsening medical monitor
90=0ther
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NGIntervenSumm (1 of 2)

Normothermia Intervention Summary

TNG (06 || ET (0/5) e | - Select to Jump -- v

Title: Intervention Summary: Therapeutic Mormothermia Group

Instruckions: Record summary information throughout the duration of temperature conkral,

Induction Phase

Diake and kime active temperature conkrol is initiaked

. _ _ 0 . - .
Date: I IntervDay # u DM Time: u IntervTime $6 HHH'MM

Maintenance Phase

Dake and kime target kemperature is mainkained in the 36.0-37.5®C range for 1 hour

Date: I TargTempDay # u DO-MMM- Y Time: “ TargTempTime $6 U HH: MM

End of Intervention

Dake and kime active temperature control is discontinued

Date: | IntDiscDay # u DO-MMM- Y Time: [ IntDiscTime $6 J HH: 1
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NGIntervenSumm (2 of 2)

TNG (0/5) ETiOf5) » |~ Zelect to Jump -- b

Title: Intervention Discontinued Early or Mot Initiated

Intervention Discontinued Early or Mot Initiated

Was the active kemperature control permanently disconkinued prior to 120 hours or never initiated?

YN
{::' Ves * =
AT _DCEarly # I 1=Yes
O hao | - y | 0=No
If "fes" provide the date and time of decision ko discontinue or nok initiake active temperature control
Date of decisinn‘ AT Day# u DO-MMM- Y Time of decision] AT Time $6 J HH: MM

If "¥es" ko above (discontinued early or nok initiated), seleck reason to discontinue or nat initiate active temperature control:

| (select reazon) | AT_DCReas # ! b !

For all reasons other than "Death”, provide descripkion of the reason to discontinue or not initiate ackive temperature control

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)

Value not provided

Derived variables included in the NGIntervenSumm dataset:

Variable \ Format Type \ Label \ Algorithm / Notes
TRTDISCREASON

TrtDiscReason 1=ImprOV|r1g TreaFment dlécontlnued reason categorized by
2=Worsening medical monitor
90=0ther
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: SubjectID . ItemGroupRepeatKey Phase

Blanketrol Temperature Log

Instructions: Record temperatures every 15 minukes, from initiation of temperature contral unkil the target temperature range (32,0 - 34,0 #C) is maintained for one hour,
Al terperatures should be recorded in degress Celsius, ko a tenth of a degree. {i.e. 32.4)

‘Esophageal and either bladder or rectal temperatures are required.

Date {DD-MMM-YYYY) Time {HH:MM) Blanketrol Water Temp. (*C) | Blanketrol Set Point Temp. (*C) Esophageal Temp. {°C) Bladder Temp. (*C} Rectal Temp. {°C)
| =] I ||l | Il I [
!
TpDay # | TpTm $6 | | H20Tp # | | SetPtTp # | | EsoTp # | | BladTp # | | RecTp # |

43 of 127
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I TempECMO |
_______________ 4
i :
: SubjectlD 1 | ItemGroupRepeatKey Phase
ECMO Temperature Log
...... U‘Ethm?En1nn-rnr’ubjectr"m.amn"Etm.am.HE“ntha.‘,mqtm‘mruumtnﬂtrﬁwilh.ﬂtaﬂkltrd:.................-..-..--.--..-..-..-................................................-..-..-..-..-..-..--.-.........................

ECMO sek podnt circuit bennp and either ECM0 blood,/ciecut bemp, esophageal, bladder, or rectal temperatures are required,

Drate (DD-MMM-YYYY) Tinne (HHM) ECM0 Set Point Circuit Temp. (*C) | ECM0 Blood /Cirowit Temp. (“C) | Esophageal Temgp. (“C) Bladder Temp. (*C) Rectal Temp, (*C)
ECMOTpDay # |[—| | ECMOTpTm $6 | | ECMOTp # | | ECMOBIloodTp # | | ECMOEsoTp # | | ECMOBIadTp | | ECMORecTp #
| ADD_
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____________ [
i m .
! SubjectiD ;| ltemGroupRepeatKey Phase
i !

Vital Signs Log

: Date (DD-MMM-YYYY) Time (HH:MM) Systolic BP {mmHqg) Diastolic BP {mmHg) Mean BP {(mmHqg) Heart Rate (bpm)

L| VSDay # | | VSTime $6 u L| SystBP # U |_| DiastBP # N |_| MeanBP # || \_‘ HeartRate #
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SubjectlD : ItemGroupRepeatKey Phase

Electrolytes Log

Date {DD-MMM-YYYY) Time {HH:MM) Sodium {mmol/L) Potassium {mmol/L) Bicarbonate {(mmuol /L) Chloride {mmol,/L) BUN {mg/dL)

ElectroLabDay # | EletroTm $6 D| Sodium # |:|| Potassium_K # Bicarbonate # H Chloride # |]| BUNitrogen #

*than every & hours, then all resules should be entered. |

Creatinine {mg,/dL) Glucose {mg;/dL)

Creatinine # |[] Glucose # D 0
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PrimaryProbe (1 of 1)

Primary Probe Log

Primary...(0/g) > |~ Selecttodump—  [+]

Title: Primary Probe Log

Instructions: Enter the temperature source that was used at start of study intervention. Document each time the primary probe location changed during intervention.

Which temperature source was used as the primary probe at start of study intervention? | PrimProb
| 1 = Esophageal

(Select one) ~ *| ProbeStart # | 2 = Bladder
3 = Rectal
Did the primary probe location change anytime during intervention? | YNS 4 = ECMO Blood/Circuit

1=Yes
(Selectone) « | ProbeChange # |7 0= No

If 'Yes', enter the date, time and new location of the primary probe. Enter each time the primary probe location was changed:

1 . .
Date (DD-MMM-YYYY) Time (HH:MM) Primary Probe i PrimaryProbe_Location |

| ProbelocDay # | [ | ProbeLocTime $6 | PrimaryProbe # |v [ X | ! SubjectlD

m | ItemGroupRepeatKey
PrimProb

1 = Esophageal

2 = Bladder

3 = Rectal

4 = ECMO Blood/Circuit
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Early Termination Temp Log

Tempera..[0jsy = | 7 select to.Jump -- .

Title: Early Termination of Intervention Temperature Log

Instruckions: Record kemperatures every 4 hours, from termination of termperature contral, unkil 120 hours after the initiation of temperature contral,
&l termperatures should be recorded in degrees Celsius, ko a kenth of a dearee, (i.e, 32.4)

Date (DD-MMM-YYYY) Time {HH:MM) Temp. (*C) Route If “Other”, describe route:

© Billary
O Twmpanic

O rectal

O Esophageal ; :
| [ ETTpDay# | [ ETTpTm 36 | [ETTpH o B:dpd:rgea ' Value not provided - | |
O oral
© ECMO Blood)Circuit

Q other
| ETTpRoute # |

DV6822G

1 = Axillary

2 = Tympanic

3 = Rectal

4 = Esophageal

5 = Bladder

6 = Oral

7 = ECMO Blood/Circuit
95 = Other
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DayO0 (1 of 5)

Day 0 P !

Events 1 (0/10% | Events 2 (0/2) Labs 1 (0j16y | = | - Selectto Jump -- &

Title: Event Review {Study Day 0)

Subtitle: These questions apply to the time period after randomization through 23:59 of that day

Study date (on study Day 0)
StudyDay # |  DO-MMM-Y Y

Were there any new adverse events experienced on this day?

{AEs can only occur after randomization)

O ves O o ¥ (IF "Yes", record on AE log) AE #

Were any culture specimens obtained between randomization and 23:59 on this day?

O ves O o ™ (IF "Yes", record on culture log) | CultureYN # I
YN

Did the patient undergo any surgeries to treat bleeding between randomization and 23:59 on this day? 1= Yes

Oves Owma ™ | SurgeryYN # I— 0=No

Did the patient undergo ECMO cannulation or decannulation, surgically placed feeding tube, or tracheotomy between randomization and 23:59 on this day?

) yes (O pgg ¥ UIF "Yes", record on procedure log) | ProcYN # I

Did the patient receive any blood products between randomization and 23:59 on this day?

BloodProdYN # |

If "Yes", enter all blood products adm ered from randomization through 23:59 of that day [——————— == i
Time administered {HH:MM) Type of blood product Amount of blood product {ml) :_ _BE)C?F_’T(idECES?aXO_tOZ _I
BloodProdTm $6 | [ BloodProdTyp # | | BloodProdAmt# | [ X : SubjectID
Nn] L e e

Did the patient experience a cardiac arrest requiring chest compressions between randomization and 23:59 on this day?

O vas O o ™ UIF "es”, record on AE log) | CAYN # I YN
1=Yes

DV6839G 0=No

1 = Packed red blood cells (PRBC)

2 = Platelets

3 = Fresh frozen plasma (FFP)
4 = Cryoprecipitate
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Day0 (2 of 5)

Events 1(0/10) || Events 2 (0jo1|| Labs 1 (o) | » | Slectio Jump — hd YN DV6789G
Title: Event Review (Study Day 0) 1=Yes 1 = Atrial (SVT, flutter/fib, JET)
Subtitle: These questions apply to the time period after randomization through 23:59 of that day 0=No 2 f Ventricular (VT > 30 sec, VF, Torsades)
Did the patient experience any previously undocuniented and serious arrhythmias between randomization and 23:59 on this day? 2 ; ﬁ‘é):to'e
(O ves (O wo ™ (IF new, record on AE log) | Arthy YN # ’J 95 = Other

IF "¥es", enter all arrhythmias identified from randomization through 23:59 of that day

Start time of arrhythmia Type of arrhythmia experienced nof other types of arrhythmia | | = e e e e m !
|:| ArrhythTm 36 |:| ArrhythYes # | Value not provided [ X | | SubjectiD ;
H : i i
StudyDay ItemGroupRepeatKey

Was correct esophageal probe placement confirmed by chest x-ray between randomization and 23:59 on this day?

O Yes O Mo * CXRYN # !
YN DV6790G
Did the patient experience a clinical seizure between randomization and 23:59 on this day?| 1 = Yeg 1 = Probable clinical diagnosis which resulted in initiation of
O ves O 1o ™ | ClinicalSz # I 0=No anticonvulsant treatment
2 = Possible clinical diagnosis (no anticonvulsant treatment
If "Yes", type of ClinSzYes # ! initiated but specific diagnostic testing [e.g., EEG] may have
clinical seizure | been ordered)
Did the patient experience an electrographic seizure between randomization and 23:59 on this day?
SeizYN
O ves O wo O MNoeed rnoniboring done on this day * | ElectroSz # 1=Yes
IF "¥es", type of | (zelect one) ElectroSzYes # | - | {Tf new, record on AE log) 0=No
e|ectmgraphi’c ceizLre |—| . ' 3 = No EEG monitoring done on this day

DV6791G

1 = Definite electroencephalographic seizure ("ictal") activity described
2 = Abnormal recording but without definite EEG confirmation of
seizure activity
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Day0 (3 of 5)

Events 2 (0/3) Labs 1 (0f18) | Labs 2 (ojzo; | = |~ Zelectio.ump - i

Title: Laboratory Tests (Study Day 0)

Subtitle: These questions apply to the time period after randomization through 23:59 of that day YN
YWere any complete blood counts {CBCs) obtained between randomization and 23:59 on this day? 1=Yes
O ves O™ CBCYN # 0=No
: If "Yes™”, record all Hemoglobin, Platelet counts and White blood cell counts collected after randomization through 23:59 of that day | o T 1
; CBCDayOto5 | :
Time collected {HH:MM) Hemoglobin (g,/dL}) Platelet count {10-~3/microL) white blood cell (103/microLl} | | =0 == m—m—m—————a—
\_I CBCTime$6 || | [ Hgb# ||| [ Platelet # ' ["wBC# | [ X ] | SubjectlD i
L i
[ ADD ]
StudyDay ItemGroupRepeatKey
""" e e D L e e BT ) e e e e e e e A
. [ LFTYN®# I 1=Yes
O ves O o | 0=No

Time collected (HH:MM} ALT/SGPT {U/L) AST/SGOT (U/L) LDH {U/L)

If "¥es”, record all ALT, AST, LDH and Total bilirubin results collected after randomization through 23:59 of that day

Total bilirubin {mg,/dL}

ﬁTTime% |J\_| ALT # )JLI AST # )JLI LDH # |Jl| Bilirubin #

&3] SubjectlD i

StudyDay

Were any blood coagulation tests obtained between randomization and 23:59 on this day? YN
+ | CoagYN # | 1=Yes
O Yes O Mo [ 0=No
""" IF™yes™, record allPT, PTT and TR iEsiilts coullécted dfter randomzZation thioogh 2359 of that day "
Time collected {HH:MM) PT {seconds) PTT {seconds) INR

\_l CoagTime $6 ||| [ PT# | [PTT# | TINR® [ x

THAPCA-IH_Annotated PUD eCRF_v1.0

i SubjectID :

Lo I

StudyDay

ItemGroupRepeatKey
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Day0 (4 of 5)

Events 2 (0j5) Labs 1 (0f16) Labs 2 (0fzay | » | - SElecttoJump - ./

Title: Laboratory Tests {Study Day 0}

Subtitle: These questions apply to the time period after randomization through 23:59 of that day YN
Were any of the following pancreatic enzyme tests obtained between randomization and 23:59 on this day? 1=Yes
O ves O 1o ™ PanEnzYN # I 0=No
! I “Yes", record all Amylase and Lipase results collected after randomization through 23:59 of that day 1 i
: 1 PancreasDay0to5
Time collected (HH:MM) Amylase (U/L) Lipase (U/L) e = = - - 1:
: - . poomr ey
|_| PanEnzTime $6 | |_I Amylase # U Lipase # [ X | StudyDay |i  SubjectlD ;i
: L i
{1 ~o0 |
ItemGroupRepeatKey | :
e teeeeeeeeeeeeeteeeteeteeeeeeeeeaaeneetataaetatenataannetanannetanteattnntenstneratnnetetnsesastnrerantnnerantnnstnnennsenssnssnnns YN e s e eeaeanesnaananaanaaanaaaaas :
Were any of the following chemistry tests obtained between randomization and 23:59 on this day? 1=Yes
Oves Opo* | OthChemYN# | 0=No
i Tf“Yes", record ail Magnesium, Ionized calcium, Total calcium, and Phosphate results collected after randomization through 23:59 of that day = — — — = — — = — = = |
hemistryD I
Time collected (HH:*MM) Magnesium {mg,/dL) Ionized calcium {(mmol,/L) | Total calcium {mg,/dL) Phosphate {mg/dL) L E _e _ it X _aXOEOE _
= - P :_._._._._ié
OthChemTm $6 |]| Magnesium # || lonizedCa # |H TotalCa # |] l Phosphate # p . SubjectlD i
L e = 1
[ ADD |
StudyDay ItemGroupRepeatKey
.................................................................................................................................. YN
Were any lactate tests obtained between randomization and 23:59 on this day? 1= Yes
Oves Q™ lactateYN # i 0=No
X Yes”, record all Lactate test results collected after randomization through 23:59 of that day |~ —— L,
: 1 l:
: Time collected (HH:MM) Lactate {(mmol/L) | LaCtatEDay0t03 ]
i || LactTime $6 | Lactate # ﬂ e 0 iy
i SubjectiD
: m L i
StudyDay ItemGroupRepeatKey
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DayO0 (5 of 5)

Were any arterial blood gas analyses obtained between randomization and start of active temperature control on this day?

O‘r’es OND* | ABGYN # I

If "¥es", enter the ABG collected closest to but prior to start of active temperature control:

Tirne collected: L ABGTime J HH: 1M

pH: ABGpH #
Pacoz: u ABGPaCO2 # IJ mimHg
Pa0Z: ABGPaO2 # minHg
Sakuration: ABGSat # %
HZo3 | Bicarbonate: ABGBicarb mimaliL

THAPCA-IH_Annotated PUD eCRF_v1.0

YN
1=Yes
0=No
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Dayl, Day2, Day3 (1 of 5)

Day 1
Day 2
Day 3

Events 1 {0/ || Events 2 (0711} Labs 1 (of1g) | = [ S=ectto Jump - .

Title: Event Review {Study Day 1)

Subkitle: Al questions apply ko Daw 1 the firsk day after the day of randamization, from 00:00 ko 23;59

Study date (on study Day 1)

StudyDay # I] * DO-MMM-eyy

Were there any new adverse events experienced on this day?

O ves O po ¥ (IF "Yes", record on AE log) AE #

Were any culture specimens obtained on this day?

O ves (O o ™ UIF "es", record on culture log) | CultureYN # |

Did the patient undergo any surgeries to treat bleeding on this day?

YN
1=Yes

Oves Oma™ | SurgeryYN # I

Did the patient undergo ECMO cannulation or decannulation, surgically placed Feeding tube, or tracheotomy on this day?

) vas (O o * UIF "Yes", record on procedure lag)

ProcYN # I

Did the patient receive any blood products on this day?

BloodProdYN # I

Type of blood product Amount of blood product{ml) | | e e i —_———

| BloodProdTyp # |[] BloodProdAmt # p ' SubjectlD

0=No

Did the patient experience a cardiac arrest requiring chest compressions on this day?

O yes O po ® (IF "Yes", record on AE log) CAYN # |

DV6839G
1 = Packed red blood cells (PRBC)
2 = Platelets

3 = Fresh frozen plasma (FFP)
4 = Cryoprecipitate

THAPCA-IH_Annotated PUD eCRF_v1.0

YN
1=Yes
0=No
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Dayl, Day2, Day3 (2 of 5)

Events 1 (0/9 Events 2 (0/11) | Labs 1 (0/16 » | —Selectto Jump— 4

Title: Event Review (Study Day 1)

Subtitle: Al questions apply to Day 1 : the first day after the day of randomization, from 00:00 to 23:59

YN
1=Yes
0=No

Did the patient experience any previously undocumented and serious arrhythmias?
O vas © o * (If new, record on AE log) ArrthN #
.................. PRIV IR

If "¥es”, enter all arrhythmias identified on this study day DV678_9G - I Arrhythmiaday0t07 |

Type of arrhythmia experienced Description of other types of arrhythmia | 1 = Atrial (SVT, flutter/fib, JET) ! | e 'I

: ; 2 = Ventricular (VT > 30 sec, VF, Torsades tudyD i SubjectlD i

ArrhythYes # Value not provided 3 = Asystole ( ) StudyDay Locme. J_ ......... ;

L ~co) | 4 =PEA ItemGroupRepeatKey

0 OSSO 95=0Other | e
Was correct esophageal probe placement confirmed by chest x-ray on this study day? DV6790G

O ves O o™ | CXRYN # I— YN

1=Yes
0=No

Did the patient experience a clinical seizure on this day?

© ves O o * | ClinicalSz # |—

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)

J ~ | (If new, record on AE log)

If "Yes', type of [ (selectone)| ClinicalSzYes # |
clinical seizure |

Did the patient experience an electrographic seizure on this day?

SeizYN

O ves O no O no EEG monitoring done on this day | ElectroSz #

I— 1=Yes
0=No

If "ves", type of [ (select one) | ElectroSzYes # [ w | (If new, record on AE log) 3 = No EEG monitoring done on this
| |

electrographic seizure |

Was subject receiving any form of renal replacement therapy?
O ves O 1o * | DialyticYN # |

Fluid Input and Urine Output

DV6791G

1 = Definite electroencephalographic seizure ("ictal™)
activity described

2 = Abnormal recording but without definite EEG

Total fluid input| - FluidsTotal # |' mL Total urine outuutu FluidsOut # *mL confirmation of seizure activity
YN
1=Yes
0=No
55 of 127

THAPCA-IH_Annotated PUD eCRF_v1.0




Dayl, Day2, Day3 (3 of 5)

Events 2 (0/11) Labs 1 (0f16) || Lahs 2 (0720 | - Select o Jump --

Title: Laboratory Tests {(Study Day 1)

Subtitle: all questions apply to Day 1 @ the first day after the day of randomization, from 00:00 to 23:59

Instructions: Mew abnormal laboratory results that are considered dlinically significant by the PI should also be entered on the &F log

Were any complete blood counts obtained on this day? YN
. | 1=Yes

O ves O mo | CBCYN # | 0=No
{if “Yes®, record all Hemogiobin, Piatelet counts and White blood cell counts caliected on this study day ——————— T P
: I CBCDavOto5 !

;| Time collected (HH:MM) Hemoglobin {g,/dL) Platelet count {10~ 3/microlL) | White blood cell {10 3/microlL) ] '_— —_————— _—_f
| cBCTime s6 [ Hab# || [ Platelet# | [ wec# d StudyDay | i SubjectiD
B Lo 3
) ItemGroupRepeatKey
..................................................................................................................................... YN
Were any of the following liver function tests (LFTs) obtained on this day? 1=Yes

I _

O Ves O Mo * LFTYN # | 0 = No
If?es,recnrdaIIALT,AST,LDHandTntalhlllruhlnresultscnllectednnthlsstudyday________I
i i LiverDayOto5 I:
Time collected (HH:MM) ALT/SGPT (U/L) AST,/SGOT (U/L) LDH {U,L) Total bilirubin {(mg/dL) | || = @ =—=—=—————a— 4
[] LFTTime $6 |[| ALT # |[] AST # |[] LDH # || Bilirubin # [X | . SubjectiD i
: L e e it
[0 ] :
StudyDay ItemGroupRepeatKey
eerieesreeessnresessneessssesas nsaasaneeas s e ea s areea s st eeas e e e neeaasaete e ae et s e e e s aeeeasaseea s s eens s s aee s e esannnee D ) s AU URE-
Were any blood coagulation tests obtained on this day? 1=Yes

O ves O o™ CoagYN # | 0=No
If‘|'es,recnrdallPT,PTTandINRresuItscnIIectednnthlsstudyday————————————

: | CoagulationDay0to5 |
{| Time collected {HH:MM) PT {seconds} PTT {seconds}) w0 e e e e e e e =
: jmememem s
{| | CoagTime $6 PT # PTT # INR # [ X ] i SubjectID i
|| Cox | L] L | | Subjeetib
: StudyDay ItemGroupRepeatKey
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Dayl, Day2, Day3 (4 of 5)

Events 2 (0/11) Labs 1 (016} Labs 2 {ofzoy | = | Select to Jump --

Title: Laboratory Tests {Study Day 1)

Subtitle: all questions apply to Day 1 : the firsk day after the day of randomization, From 00:00 ko 23:53

Instruckions: Mew abnormal laboratory resulks that are considered clinically significant by the PI should also be en

ered on the AF |

|
Were any of the following pancreatic enzyme tests obtained on this day? YN
+ | PanEnzYN# | 1=Yes
..................................... e e T OENO
i IF"Yes", record all Amylase and Lipase results collected on this studyday =020 L—— 1 e e e e = H
: PancreasDay0to5 i
:[| Time collected (HH:MM) amylase (U/L) Lipase {U/L} !_ ______ Y - JI
: : . S R R
u PanEnzTime $6 I_I Amylase # U |_I Lipase # IJ [ | StudyDay |i  SubjectlD |
: Lomim oo
sl ItemGroupRepeatKey
Were any of the following chemistry tests obtained on this day? IN v
=Yes
O ves O o™ OthChemYN # —— 0=No

i 1f “ves", vecord ail Magnesium, Tonized calcium, Total calcium, and Phosphate resuits coilected on this study day frErmmmA A
: 1 ChemistryDayOto5 !

Time collected (HH:MM) Magnesium {(mag,;/dL) Ionized calcium (mmol/L) Total calcium (ng/dL) Phosphate {(mag,/dL) b e - !
: === Rt
“ OthChemTm $6 | [I Magnesium # |]| lonizedCa # | | TotalCa # |_| Phosphate # D g3 SubjectiD
H L e i 1

Were any lactate tests obtained on this day?

StudyDay " ItemGroupRepeatKey

4 YN
1=Yes

O‘fes OND*

¢ | IF"Yes", record all Lactate test results collected on this study day

Time collected (HH:MM} Lactate {mmol/L)

[] LactTime $6 D | Lactate # D s

0=No

StudyDay

ItemGroupRepeatKey
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Day1, Day2, Day3 (5 of 5)

Were any arterial blood gas analyses obtained on this day?

O ves O o~ | ABGYN# |

If "Yes", enter the ABG collected closest to 8:00am on this study day

Time collected: u ABGTime $6 I_[ HH:MM

pH: ABGpH #

Pac02:| | ABGPaCO2# | |mTHd

Pa02: L

ABGPaO2 #

J mmHg

Saturation: ABGSat # %

HCO3 / Bicarbonate: L

ABGBicarb #

J rmmalfL

THAPCA-IH_Annotated PUD eCRF_v1.0
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1=Yes
' 0=No
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Day4, Day5 (1 of 4)

Day 4 © SubjectlD :
Day 5 e -

Events 1 (0/3) | Events 2 (0/11) Labs 1 (0/16) » | —Selectto Jump — b

Title: Event Review (Study Day 4)

Subtitle: Al questions apply to Day 4 : the fourth day after the day of randomization, from 00:00 to 23:59
Study date (on study Day 4)

StudyDay # l]l:l * DD-MMM-YYYY

Were there any new adverse events experienced on this day?

QO ves O no * (If "Yes", record on AE log) AE #

Were any culture specimens obtained on this day?

O veg O po * (If "Yes", record on cufture Ing1 CultureYN # [

Did the patient undergo any surgeries to treat bleeding on this day? YN
O ves O o * | SurgeryYN # I 1="Yes
0=No
Did the patient undergo ECMO cannulation or decannulation, surgically placed feeding tube, or tracheotomy on this day?

O vas O o * (I "Yes", record on procedure Ing]| ProcYN # I

Did the patient receive any blood products on this day?
O yes O o *| BloodProdYN # |

i | If "Yes", enter all blood products administered on this study day rEETTEEESEEE TS 1
I' BloodProductsDay0to7 |
Type of blood product Amount of blood product (ml) L--- I"- T = "i
i | BloodProdTyp # E| BloodProdAmt # | X L SEbJ_eCEID_ e
ADD StudyDay ItemGroupRepeatKey

Did the patignt experience a cardiac arrest requiring chest compressions on this day?

YN
O ves © np ™ (If "Yes", record on AE log)| CAYN # 1=Yes

DV6839G 0=No
1 = Packed red blood cells (PRBC)
2 = Platelets

3 = Fresh frozen plasma (FFP)

4 = Cryoprecipitate

THAPCA-IH_Annotated PUD eCRF_v1.0 59 of 127



Events 1 (0/9 Events 2 (0/11)

Labs 1 (0/16 >

Day4, Day5 (2 of 4)

- Selectto Jump - hd

Title: Event Review (Study Day 4)

Subtitle: All questions apply to Day 4 : the fourth day after the day of randomization, from 00:00 to 23:59

YN

Did the patient experience any previously undocumented and serious arrhythmias?

O ves O o ™ (If new, record on AE log)

If "Yes", enter all arrhythmias identified on this study day

Type of arrhythmia experienced Description of other types of arrhythmia

ArrhyYN #

ArrhythYes #

Value not provided

1=
0=

Yes
No

DV6789G

1 = Atrial (SVT, flutter/fib, JET)

Was correct esophageal probe placement confirmed by chest x-ray on this study day?

QO ves O o '| CXRYN #

|

Did the patient experience a dlinical seizure on this day?

O ves © 1o | ClinicalSz #

—

|
2 = Ventricular (VT > 30 sec, VF, Torsades) StudyDay || SubiectiD -
[ X 3 = Asystole yoay i _su jectio . !
4=PEA ItemGroupRepeatKey
95 = Other
DV6790G
YN 1 = Probable clinical diagnosis which resulted in initiation of anticonvulsant
1=Yes treatment
0=No 2 = Possible clinical diagnosis (no anticonvulsant treatment initiated but specific

diagnostic testing [e.g., EEG] may have been ordered)

If "Yes", type of | (selectone)| ClinicalSzYes #
clinical seizure

|| (If new, record on AE log)

Did the patient experience an electrographic seizure on this day?

© ves © no © o EEG monitoring done on this day | ElectroSz #

If "Yes", type of | (select one)
electrographic seizure

! ElectroSzYes # I

|_

w | (If new, record on AE log)

SeizYN
1=Yes
0=No

3 = No EEG monitoring done on this day

Was subject receiving any form of renal replacement therapy?

O ves O 1o * | DialyticYN #

[S—

Total fluid input

Fluid Input and Urine Output
FluidsTotal # |] = ml

THAPCA-IH_Annotated PUD eCRF_v1.0

YN
1=Yes
0=No

Total urine nutput| FluidsOut #

* ml

DV6791G

1 = Definite electroencephalographic seizure
("ictal™) activity described

2 = Abnormal recording but without definite
EEG confirmation of seizure activity
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Day4, Day5 (3 of 4)

Events 2 (0/11) Labs 1 {0j18) || Labs 2 (ojimy | | - Selectio.ump - >

Title: Laboratory Tests (Study Day 4)

Subtitle: All questions apply ko Day 4 1 the Fourth day after the day of randomization, From 00:00 to 2359

Instructions: Mew abnormal laboratory results that are considered clinically significant by the PI should also be entered on the AE log

YN
Were any complete blood counts obtained on this day? 1=Yes
0=No
.................................... Oves Omo® | CBOWNE oo 070
:| IF "¥es", record all Hemoglobin, Platelet counts and White blood cell counts collected on this study day

: CBCDay0t05
Time collected {HH:MM) Hemoglobin {g,/dL) Platelet count {10--3/microL) | White blood cell {10-3,/microlL}) T o Tt
: | . 1
|| [cBCTimess ||| [ Hgo# ||| Pratelet # ][ wec# || |em| | StudyDay | SubjectiD
[ ADD ] ItemGroupRepeatKey
...................................................................................................................................... YN .........................................................................:
Were any of the following liver function tests (LFTs) obtained on this day? 1=Yes
| _
Oves Ona® LFTYN # | 0 =No
. If“‘l"es", e T, AST, T e dyday ..................................................................................... : ..L._IV.; rB ;y&.(;.S_ :
i | Time collected (HH:MM) ALT/SGPT {U/L) AST/SGOT (U,/L) LDH {U/L) Total bilirubin {mg,/dL} it et
: 1 . 1
| [LFTTimess ||| [ ALT# | [ AsT# || [LDH# | Bilirubin # = . SubjectiD -
LADD StudyDay " ItemGroupRepeatKey
Were any blood coagulation tests obtained on this day? 1YN v
=Yes
Oes O™ CO&gYN # I 0=No
S ‘|"es", e ' e T udy day ............................................................................................... o o e e - e e e s e < e e

Time collected (HH:MM}) PT {seconds) PTIT(seconds |  wm | | =TT T T C--T_--.C

;
|_ CoagTime$6 ||| [ PT# | [pTT# ] ! i
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Day4, Day5 (4 of 4)

Events 2 (0/11) Labs 1 (0/16)

Labs 2 (ojim | = | Selact to Jump -- hd
Title: Laboratory Tests {(Study Day 4)

Subtitle: all questions apply to Day 4 ; the Fourth day after the day of randomization, From 00:00 to 23:59

Inskructions: Mew abnormal laboratory results that are considered dinically significant by the PI should also be

ntered on the AE log
Were any of the following pancreatic enzyme tests obtained on this day? YN
PanEnzYN # |7 1=Yes
O es ON0*| 0=No
If "Yes", record all Amylase and Lipase results collected on this study day jm T 1
: i PancreasDayOto5 1
:[| Time collected {(HH:MM)} Amvylase {U/L) Lipase (U/L}y | | = emmmmm === .
|] PanEnzTime $6 I] [I Amylase # D |:| Lipase # D [ X | ! SubjectiD !
[ ADD | StudyDay ItemGroupRepeatKey
Were any of the following chemistry tests obtained on this day? IE‘ Yes
OthChemYN # Ii B
......................................... Q \’esONo*| O T N | oo eeseee e et e
i If "ves", record all Magnesium, Ionized calcium, Total calcium, and Phosphate results collected on this study day 1 ChemistryDayOtoS :
IR A A
;|| Time collected {HH:MM) Magnesium {mg,/dL) Ionized calcium {(mmol/L) | Total calcium {ng,/dL) Phosphate {mg/dL} | || = = .=i=i-i-imia-,
: 1 . 1t
: - - - SubjectID . :
|:I OthChemTm $6 D| Magnesium # I] |] lonizedCa # |] |:I TotalCa # D D Phosphate # | [ X | L. AN =
| | (ENRD StudyDay | ItemGroupRepeatKey | :
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Day6, Day7 (1 of 3)

Day 6
Day 7

Events 1 (0/9) || Events 2 (0/13) » | —Selectto Jump — b

Title: Event Review (Study Day 6)

Subtitle: Al questions apply to Day 6 : the sith day after the day of randomization, from 00:00 to 23:59
Study date (on study Day 6)

StudyDay # j ) = po-MMM-yyyy

Were there any new adverse events experienced on this day?

O vyes O no ™ (If "Yes", record on AE log) AE #

Were any culture specimens obtained on this day?

QO vyas O no ™ (If "Yes", record on cutture Ing]| CultureYN # I

Did the patient undergo any surgeries to treat bleeding on this day?

© ves O 1o * | SurgeryYN # I

Did the patient undergo ECMO cannulation or decannulation, surgically placed feeding tube, or tracheotomy on this day?
|

YN
1=Yes
0=No

O vas © ng * (If "Yes", record on procedure IDgJ| ProcYN # |

Did the patient receive any blood products on this day?

O vas O Noi BloodProdYN # I

LT TP P T T T T T T T T T T T T e e e e emat e s ae e e et e bbbt s eS¢t s s ¢ e ¢ o e -
If "Yes", enter all blood products administered on this study day ] :
| BloodProductsDay0to7 :
Type of blood product Amount of blood product {ml) -=== _l_ | e |
BloodProdTyp # BloodProdAmt # | X | i _SubjectlD i
[ ADD] StudyDay || ltemGroupRepeatKey

Did the patient experience a cardiac arrest requiring chest compressions on this day? YN

O ves O ppo * (If "Yes", record on AE log) CAYN # I 1=Yes
0=No
DV6839G

1 = Packed red blood cells (PRBC)
2 = Platelets

3 = Fresh frozen plasma (FFP)

4 = Cryoprecipitate
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Day6, Day7 (2 of 3)

Events 1 (0/9 Events 2 (0/13)| » | — Selectio Jump ~ 4
Title: Event Review (Study Day 6)
Subtitle: Al questions apply to Day 6 : the sith day after the day of randomization, from 00:00 to 23:59 YN
Did the patient experience any previously undocumented and serious arrhythmias? 1=Yes
ArthyYN # 0=No
O ves © no © (If new, record on AE log) y
R e oversse  peee .‘“""""'.
e — _ 1 = Atrial (SVT, flutter/fib, JET) i ArrhythmiaDayOto7 | :
Type of amhythmia experienced | Description of other fypes of amhythmia 2 = Ventricular (VT > 30 sec, VF, Torsades) === S ITT oI
{ ArrhythYes # ] l Value not provided ! [ X ) 3 = Asystole StudyDay |; ~_ SubjectiD i
| 4 =PEA
95 = Other ItemGroupRepeatKey
Did the patient experience a clinical seizure on this day? YN DV6790G
© ves O o * | ClinicalSz # |7 1=Yes 1 = Probable clinical diagnosis which resulted in initiation of anticonvulsant
— : 0=No treatment
If "Yes", type of ClinicalSzYes # i 2 = Possible clinical diagnosis (no anticonvulsant treatment initiated but specific
clinical seizure diagnostic testing [e.g., EEG] may have been ordered)

Did the patient experience an electrographic seizure on this day?

O ves O no O o EEG monttoring done on this day ~ | ElectroSz # |— ?F-'iZYYN
= Yes

If "Yes", type of | (select one) ElectroSzYes # | " | (If new, record on AE log) 0=No
electrographic sezure ’ ! 3 = No EEG monitoring done on this day

DV6791G
1 = Definite electroencephalographic seizure (“ictal™) activity described
2 = Abnormal recording but without definite EEG confirmation of seizure activity
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Minimum temperature on this day

Route

O Bxillary
O Tympanic

O Rectal

Day6, Day7 (3 of 3)

O Esophageal
O Bladder

TempSiteMin #

DV6822G

1 = Axillary
2 = Tympanic
3 = Rectal

O oral

() ECMG Blood, Circuit
O other

IF"Cther”, describet \/3]ue not provided
roukes

Temperature

TempMin #

Maximum temperature on this day

Route

O Acxillary
O Twrnpanic

O Rectal

* (degrees Celsius)

O Esophageal
O Bladder

TempSiteMax #

4 = Esophageal

5 = Bladder

6 = Oral

7 = ECMO Blood/Circuit
95 = Other

DV6822G

1 = Axillary

2 = Tympanic
3 = Rectal

4 = Esophageal

O oral

) ECMO Blaod; Circuit
O other

If "Other”, describe?

> Value not provided
rouke:

Termperature

TempMax #

THAPCA-IH_Annotated PUD eCRF_v1.0

* (degrees Celsius)

5 = Bladder

6 = Oral

7 = ECMO Blood/Circuit
95 = Other
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Day8, Day9, Day 10 (1 of 1)

Temp M aX # # (degrees Celsius)

THAPCA-IH_Annotated PUD eCRF_v1.0

SubjectID
1
Day 8
Day 9
Day 10
Events 1(0j5)| » | Select to Jump -- w
Title: Event Review (Study Day 8)
Subtitle: All questions apply to Day & : the eighth day after the day of randomization, From 00:00 to 23:59
Study date {on study Day 8)
StudyDay # * DO-MMM-Y Y
Were there any new adverse events experienced on this day?
O yes (O o ™ UIF "es", record on AE log) AE # YN
Did the patient undergo ECMO ¢ lation or dec lation, surgically placed feeding tube, or tracheotomy on this day? 1=Yes
) vas ) po ™ (IF "res”, record an procedure log) ProcYN # I 0=No
Minimum temperature on this day
Route
o Axillary *
O Tyrmparic
O Rectal
O Esophaeal . .
O TempSiteMin # I
O oral
O ECMO Blond/Circuit DV6822G
O Other 1 = Axillary
I "Other", describe Value not DI’OVIded 2 = TympanIC
route:
3 = Rectal
Temperature 4 - ESOphagea|
TempM'n # ""(degreesCaIsius) 5 - Bladder
Masimum temperature on this day 6 = Oral
Foute 7 = ECMO Blood/Circuit
O Axillary ® 95 = Othel’
O Tyrnparic
O Rectal -
O Essphageal | TempSiteMax # I
O Bladder
Q oral
) ECMO Blood)Circuit
O other
IF "Other", describy .
" ue:  Value not provided
Temperature
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H 1
: SubjectID ItemGroupRepeatKey
Adverse Event Log L oo I
T LT T PP A I A PR -
: Adverse...(q/12)| » | — SelecttoJump — v ]I_D\—/el\jﬁZjG H
Title: Adverse Events Log 2= Moderate
Instructions: An Adverse Event (AE) is an untoward medical occurrence experienced by a subject. 3 = Severe
An event constitutes a diagnosis, a set of related signs or symptoms, or a single sign or symptom temporaly associated with the use of an intervention whether or not it is -

In this study, any event that occurs after the time of randomization that is not documented on the Baseline Review of Systems or Baseline Physical Exam Form is considered an AE.
Abnormal lRboratory test are considered AE's if they are also considered clinically significant by the Principal Investigator.

Adverse Events Log

Stop date (DD-MMM-YYYY)

Name of Event Start date (DD-MMM-YYYY) Outcome AT A DT T o e T TR Intensity Action taken
; AEStartDay # | AEQutcome # v AEStopDay # |[-F AElntensity # ne) AEAction # v
Value not provided
DV6826G DV6828G
1 = Death 1 = Concomitant medication started, changed, or discontinued

2 = Surgery or other procedure
3 = Both the above

98 = None

99 = Other (describe)

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

Is this an expected SAE that can be
Was this event expected? | Is this a serious adverse event? | classified as part of the subset that
requires reporting to the DCC?

If Action taken is "Other”
describe other action taken

Relationship to study intervention

Action taken to study intervention - - :
(investigator's assessment)

Value not provided id  AEInterAction # | | AERelation # | | AEExpected # | s| SAE_YN # | | SAE_Subset # X
DV7119G DV6829G DV6830G YN
1 = Temperature control discontinued 1 = Probably related 1 = Expected 1=Yes
2 = Temperature control interrupted 2 = Possibly related 2 = Not expected 0=No
3 = Temperature control modified 3 = Not related
98 = None

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 $ MedDRA Lower Level Term

aesoc S MedDRA System Organ Class
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Concomitant Medications

Conmeds (0/8) *

— Selectto Jump —

Title: Concomitant Medications

Instructions: Record concomitant medications administered from the time of randomization through day 7 or Hospital Discharge, whichever is earlier.

Medication name

Concomitant Medications

Start date (DD-MMM-YYYY)

- Value not provided

Continuing at end of Day 7/hospital discharge? | Stop date (DD-MMM-Y¥YYY) | Given in relation to AE? | If "Yes", provide reason

MedStartDay # |]D (yes o no) Y| MedCont #

YN
1=Yes
0=No

Derived variables included in the ConMeds dataset:

| MedStopDay # |D (yes or o) [¥ Value not provided 8
| MedRelated AE # i

YN
1=Yes
0=No

Variable Format Type Label Algorithm / Notes
codedmedname S Coded Medication Name
code S RxNorm Code Verbatim terms were coded using RxNorm version 02/01/2010

THAPCA-IH_Annotated PUD eCRF_v1.0
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Culture Log

Culture...(0/g) | » | —SelectioJump — b

Title: Microbiological cultures log

Instructions: Enter all cultures collected within 12 hours of randomization through Day 7.
Final results for all cultures collected during this period should be entered.
For positive cultures, upload a de-identfied PDF of the microbiology report that is labeled with the Patient ID number .

Cultures Log

Collection Date (DD-MMM-YYYY) | Collection Time (HH:MM) Specimen Type Result date (DD-MMM-YYYY) Final result Upload de-identified positive micro report
CultureDay # |D | CultureTime $6 |]| SpecType # | CultResultDay # l E CultResult # ¥ Value not provided iClick to upload file

= |

DV6844G DV7143G

1 =Blood 1 = New infection

2 = Urine 2 = Continuing infection

3 = Respiratory 3 = Not an infection (contaminant or colonization)

4 =CSF 4 = Not an infection (negative culture)

5 = Other wound and deep tissue

THAPCA-IH_Annotated PUD eCRF_v1.0 69 of 127



Procedure Log

Procedu...i0fzy = | Select to Jump -- i

Title: Procedure Log

Instructions: Procedures should be recorded from randomization through the initial hospital discharge,

Cnly the Following procedures should be entered:
ECMO initiation

ECMC decannulation

Surgically placed Feeding tube

Tracheastony placement

Tracheaostony decannulation

Procedure Log

Date of Procedure (DD-MMM-YYYY) Type of Procedure
| ProcDay # |] | (=elect procedure) v | B
[aDD | | ProcLog # |
DV7115G

1 = ECMO initiation

2 = ECMO decannulation

3 = Surgically placed feeding tube
4 = Tracheostomy placement

5 = Tracheostomy decannulation
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PICUDischarge (1 of 1)

Initial PICU Discharge

Initial...(0/10) — Select ta Jump — &

Title: Initial PICU Discharge Information

Inskruckions: Complete when the First PICU discharge occurs after randomization

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

Date and Time of PICU Discharge

PICUDschDay #

Datke: F DD-MMM-YY

Location to where subject was discharged

PICUDschLoc #

[zelect one) l

Tirre:

PICUDschTime $6 r HH: MM

w | * TF "hat applicable (subject died)" skop here

If "Other" specify

Value not provided
location:

Pediatric Overall Performance Category

DV6787G

1 = Good

2 = Mild Disability

3 = Moderate Disability

POPC scare: | (zelect one) w | POPC # I— 4 = Severe Disabi“ty DV6788G
5 = Coma or vegetative state 1 = Normal
Pediatric Cerebral Performance Category 6 = Death 2 = Mild Disability
PCPC score: [(select one) v | PCPC # ! 3 = Moderate Disability
Glasgow Coma Score 4 = Severe Disability
By GEETTE Eye 5 =Coma or vegetative state
(seecione) ][ GCSEye# | — ; - ; Verbal 6 = Death
select one) |v = —
3-3 1 = 1
Best verbal response 4=4 2=2
[zelect one) W | GCSVel’bal # i ; 2 J'\-/Igt:(L)r
Best mokor response 5=5 2=2
(select one) [ | GCSMotor # I j f j
Totsl GCs score | GCSTotal # (raloulated automatically on sawve) FGJ f 2
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HospDischarge (1 of 2)

Hospital Discharge

Hospita...(0{14) -~ Select to Jumg -- v

Title: Hospital Discharge DV6856G

1 = Home or foster care

2 = Another acute care hospital

3 = Acute inpatient rehabilitation unit

Instruckions: Complete when the first hospital discharge occurs after randomization

Date of Hospital Discharge

pat:f  HospDschDay # * DD-MMM-Y Y 4 = Chronic care or skilled nursing facility
_ . : 5 = Not applicable (patient died)
Location ko where patient was discharged 95 = Other
J HOSpDSCh Loc # | & || ¥ IF "Mok applicabls (subject died)” stop Riere
If "Other”, specify;  Value not provided DV6787G
lnzakion: : 1 = Good
. 2 = Mild Disability
Pediatric Overall Performance Category 3 = Moderate Disability
popC score:| POPC # | | | 4=Severe Disability D\_/6788G
- 5 = Coma or vegetative state 1=Normal
Pediatric Cerebral Performance Category 6 = Death 2 = Mild D|Sab|||ty
PCPC score: 4 PCPC # [~ 3= Moderate_ Dis_a_bility
I 4 = Severe Disability
Glasgow Coma Score Eye 5 = Coma or vegetative state
Eve opening 1=1 6 = Death
5=2 Verbal
| GCSEye # |—-3:3 1=1
Best verbal response 4 : 4 2=2
B 3=3 Motor
GCSVerbal #
| Ii 4=4 1=1
Best motor response 5=5 2=2
3=3
GCSMotor # '
| otor | 4=14
Tokal GCS Soore | GCSTotal # l (calculated automatically on save) 2 f 2

THAPCA-IH_Annotated PUD eCRF_v1.0 72 of 127



severity Indicators

Was the subject receiving supplemental oxygen at the time of hospital discharge?

HospDischarge (2 of 2)

| HospSuppOx # E
Did the subject have a tracheostamy present at hospital discharge?
HospTracheo # E YN
Was the subject discharged on mechanical ventilation? é : Egs
HospMechVent # =
1=
Did the subject have a surgically placed gastric ar small bowel Feeding tube at the bimg of hospical discharge?
HospFeedTube # =
| Rl
Child Assent

Was child assent obtained at hospital discharge?

ChildAssent #

DV7114G

1 =Yes, child gave assent

2 = Child refused assent

3 = Child unable to provide assent

THAPCA-IH_Annotated PUD eCRF_v1.0
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Day28VitalStatus (1 of 1)

Day 28 Vital Status

Day 28 .(0z & | Select to Jump - A4

Title: Day 28 ¥ital Status

Instructions: This Form is required For all randomized subjects,

This Form must be completed on or after Day 28, which is 29 calendar daws from the day of randomization,
If the subject dies prior ko Day 28, this Form can be completed at time of death,

What was the subject's status on Day 287

“Alive iF it was verified the subject was alive on Day 23

"Deceased” if it was verified the subject died on or prior to Day 28

"Zould nat be determing” iF vou have exhausted all possible avenues b determing the stakus on Day 28

QO alive O Deceased © could not determine ™ SUbjeCtStat # li

Enter the date that the subject's vital status was verified.

If the wital status could not be determined, enter the date the subject was last known or last documented ko be alive,

I:l StatusDay # ﬂ * DD-MMM-

THAPCA-IH_Annotated PUD eCRF_v1.0

DV6850G

1=Alive

2 = Deceased (complete death form)
3 = Could not determine
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Withdrawal (1 of 1)

. SubjectID :
Withdrawal of Consent ST
Withdra...(0/5) - Select o Jump -- .
Title: Withdrawal of Consent
Date and Time of withdrawal of consent
Date: WithdrawDay # | * DD-MMM-Y Time:|  WithdrawTime $6 * HH: MM
During which phase of the study was parental permission withdrawn?
izelect oney| WithdrawPhase # | *

For withdrawals during the intervention phase] which elements of consent were withdrawn?

[select one) InterventionWD # | =3
For withdrawals after the intervention phase, what elements pf consent were withdrawn?
(zelect one) | PostInterventWD # =
DV7152G
1 = Intervention phase
2 = Post-intervention pre-discharge DV7151G
3 = Prior to Month 3 Follow-up (after hospital discharge) 1 = Parent withdrew permission to participate in study assessments, but
4 = Prior to Month 12 Follow-up (after Month 3 Follow-up) 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
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
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Death Information

Deathios)| * |~ Select ta Jump -- w

Deathinfo (1 of 1)

YN
1=Yes
0=No

Title: Death Information

Date and Time of death

Date: | DeathDay # I + DD-MMM-Y Y

Cause of death

iSelect oney | DeathReason #

Tirme kniown? O ves O™ IF "ves" enter time: | DeathTim $6

IHH:MM

DeathTimeYN #

I+
{1

If "Other" describe:

Value not provided

THAPCA-IH_Annotated PUD eCRF_v1.0

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
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Month3Status (1 of 1)

3-Month Follow-up Status EEREE TR

3-Month...(0j4) | > | - =EECHT0 UM -

Title: Subject Follow-up Status at Month 3

Instructions: Two ko Four weeks prior ko 3-months post randomization, contact the Family bo obtain the skatus of the subject.

IF "alive", Fax the THAPCA Contact Information Form bo KKI

If "Deceased”, complete the Death Information Farmm,

If "Could not determing”, all akternpts should be documented, and conkack must be attermpted again at the Maonth 12 Fallow-up.
Please refer to the THAPCA Manual of Operations For more detailed instruckions,

Follow-up Status at Month 3

Dake the subject status was werified

Date: “ FollowupDay # |_| * DO-MMM-YYYY
Subject skakus
O aiive #* DV6850G
Vitals m 1= Alive
O Deceased (romplete death form) | ItalStatus I— 2 = Deceased (complete death form)
O could nat determine 3 = Could not determine

If "subject status" is "Could nok determined” enter the last date the subject was known to be alive,

Date:| LstDtKnownAlive # DD-MMM-WW

If "Subject status" is "Alive" enter the date when the Contact Information Form was Faxed to Kennedy Krieger

Date: I:l KKDay # | | DM
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3-Month Follow-up KKI

3-Month...[0j15) | > |~ =EECHOUMp - >

Month3KKI (1 of 2)

Title: Information collected by KEI at 3-Month follow-up

Date and Time of KKI Follow-up
Date: D FUDay #

Primary Location of Patient Over Previous Month

* DD-MMM-1 Y

Time: H FuTime $6

D* HH: MM

Location: | (select one)

IF "Other" describe

"= Value not provided ]
location;

v * | FUPatientLoc #

]

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)

¥Yineland Adaptive Behavior Scale (YABS) 95 = Other
‘\Was a YABS completed during the KKI Fallow-up? YN 97 = Unknown
o i 1=Yes
o res | VABSDoneYN # |— 0=No
Mo
DV7142G

If "Mo", indicate | (select one)

v| | VABSReason #

[

reasan.:

If "Other’, describe  \/alue not provided |
reason.
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1 = Unable to contact primary caregiver
2 = Primary caregiver declined participation
95 = Other
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Severity Indicators

Is patient receiving supplemental axygen?

Month3KKI (2 of 2)

O ves™ [ FUSuppOx#

OND

Does patient have tracheostomy in place?

O'\"ES*
OND

| FUTracheo #

Does patient require mechanical ventilation?

O ves ™ |FUMechVent#

OND

Does patient have a surgically placed Feeding tube?

O ves™ | FUFeedTube #

OND

LT

Global Function

Caompared ko children of the same age, are vour child's home, school ar social activities limited now?

* | LimitedAct # o

Thinking about wour child since cardiac arrest, has he or she (select below):

| (=elect one)

W

Pediatric Overall Performance Category

POPC scare! | (select ong)

Pediatric Cerebral Performance Category

PCPC score: | (select one)

THAPCA-IH_Annotated PUD eCRF_v1.0

YN
1=Yes
0=No
DV6862G
1 = Not limited DV6863G
2 = Limited a little 1 = Gained a lot of new skills
3 = Limited a lot 2 = Gained a few new skills

x \ FUSKills #

3 = Stayed the same
4 = Lost a few skills

* | POPC #

* | PCPC #

5 = Lost a lot of skills

POPC

1 = Good

2 = Mild Disability

3 = Moderate Disability

4 = Severe Disability

5 = Coma or vegetative state

PCPC

1 =Normal

2 = Mild Disability

3 = Moderate Disability

4 = Severe Disability

5 = Coma or vegetative state
6 = Death

6 = Death
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Month12Status (1 of 1)

12-Month Follow-up Status

12-Mont...(0f4) | > | - =Eectiodump - A

Title: Subject Follow-up Status at Month 12

Instruckions: Two bo Four weeks prior bo 1 2-months post randomization, contack the Family to obtain the stakus of the subject,
If "alive", Fax the THAPCA Contack Information Form o KET,

If "Deceased”, complete the Death Information Form,

If "Could not determing”, all atkempts should be documented.

Please refer to the THAPCA Manual of Operations For more detailed instructions,

Follow-up Status at Month 12

Drake the subject skatus was verified

Date: H FollowupDay # ”  DD-MMM-YYY
Subject status
O alive * DV6850G
@) d lete death F VitalStatus # 1= Alive
Deceased (complete dsath Form) | Ital>tatus I— 2 = Deceased (complete death form)
© could not determine 3 = Could not determine

If "subject skatus" is "Could nok determined” enter the last date the subject was known to be alive,

Date=| LstDtKnownAlive # DD-MMM-Y

If "subject skatus" is "alive" enter the date when the Contact Information Form was Faxed to Kennedy Krieger

Date: |:| KKDay# | |[E] ooty
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12-Month Follow-up KKI

12-Mont...[0/15) | *

-- Select to Jump -- W

Month12KKI (1 of 2)

Title: Information collected by KKI at 12-Month fFollow-up

Date and Time of KKI Follow-up

Date: D FUDay # |

Primary Location of Patient Over Previous Month

Location: | FUPatientLoc # ':

| * DO-MMM- Y

Tirne: D FUTime $6

D* HH: MM

If "Cther” describe Value not provided ]

location:

¥ineland Adaptive Behavior Scale (¥ABS)
Was a WAES completed during the KEI Follow-up?

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)

O ves | VABSDoneYN #

'C}Nu:.

95 = Other
97 = Unknown
YN
1=Yes
I— 0=No

IF "Ma”, indicate ﬂ VABSReason #

—

reasan:

IF "Ckher", describe

Value not provided
Feasan.:

1

DV7142G

1 = Unable to contact primary caregiver

2 = Primary caregiver declined participation
95 = Other
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Severity Indicators

Is patient receiving supplemental cxygen?

Month12KKI (2 of 2)

O ves | FUSuppOX #

OND

Does patient have tracheostormy in place?

C’ Yes

| FUTracheo #
O Mo

Does patient require mechanical ventilation?

O ves | FUMechVent #

C‘No

Dioes patient have a surgically placed Feeding tube?

O ves | FUFeedTube #

C‘Na

Global Function

Compared ko children of the same age, are vour child's home, school or social activities lmited now?

[

YN
1=Yes
0=No

[(electone) || LimitedAct #

Thinking abouk vour child since cardiac arrest, has he or she (select below):

DV6862G

1 = Not limited

2 = Limited a little
3 = Limited a lot

DV6863G
1 = Gained a lot of new skills
2 = Gained a few new skills

3 = Stayed the same
4 = Lost a few skills

Lol

5 = Lost a lot of skills

POPC

1 = Good

2 = Mild Disability

3 = Moderate Disability
4 = Severe Disability

[ rselect one) || FUSKills #
Pediatric Overall Performance Category
POPC score: | (select one) v| | POPC #
Pediatric Cerebral Performance Category
PCPC score: | (select one) v| | PCPC #
PCPC
1 = Normal

6 = Death

2 = Mild Disability

3 = Moderate Disability

4 = Severe Disability

5 = Coma or vegetative state

5 = Coma or vegetative state
6 = Death
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Month120nSite (1 of 1)

12-Month Follow-up Onsite Evaluations

Onsite ..(ofe) | » |~ =Electio Jump - .

Title: Status of Month 12 Onsite Evaluations

Instruckions: Please refer to the THAPCA Manual of Operations For more detailed instructions,

For children less then Syvears 9months the neurobehavioral battery consists only of the Mullen Scales of Early Learning

PRLCA Meurological Outcome Measure

‘Was this examination completed? YN

1=Yes

+*
O ves | Neuro YN # |— 0=No
QO Mo NDRes

1 = Unable to contact

If na, seleck reason: |(seleu:1 one) v| Other, specify: | \zalue not provided :I 2 = Unwilling to come in
Neuro_NDRes # | : 3 = Unable to come in

! 95 = Other, specify

Meurobehavioral Battery

Was this examination completed? YN
g ;Zs * [ NBehav_YN# — (1) Z}jﬁs
If no, select reason; l NBehav _NDRes # I_vl Other, specify: Value not provided :I
|
NCRes

1 = KKI determined as not necessary
2 = Unable to contact

3 = Unwilling to come in

4 = Unable to come in

95 = Other, specify
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NeuroBatlt6 (1 of 2)

Neurobehavioral Battery It 5yo 9months Lo :

Mullen ...(0jz0y | = | =elect o Jump — .

Title: For patients less than 5 years 9 months of age

Date of neurobehavioral assessment

Date: H AssessDay # |_| * DO-MMM-Y Y

Mame of supervising psychologist

Value not provided *

Mame of tester

Value not provided *

1. ¥isual Reception {raw score):

H VisualRaw #

L]

2. Yisual Reception {t score):

[I VisualT #

[

or is the Wisual | (select one) VI Visual TIt20 #
Reception b soare less

than 20

3. Fine Motor {raw score):

H MotorRaw #

4. Fine Motor (t score):

u MotorT #

ar is the Fine Makor £ | MotorTIt20 # Ii 0=No

score less than 20

5. Receptive Language(raw score):

H RLangRaw #

[ I R W

6. Receptive Language (t score) :

YN
1=Yes
0=No
YN
1=Yes

YN

u RLangRawT #

Languange t scare less

or is the Receptive | RLangRawTt20 #

1=Y
0=N§S

than 20
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7. Expressive Language (raw score):

[] ELangrRaw #

8. Expressive Language (t score):

L| ELangrT #

9. Early Learning Composite (standard score):

D ELCompSc #

Explanation for any missing data

NeuroBatlt6 (2 of 2)

YN
ot is the Expressive | (select one) |+ 1=Yes
Language t score less | ELanngItZO # |7 0=No
than 20
YN
or is the Early Learning | ELCompSclt49 # |7 g-) f EES

Composite standard
score less than 49

Value not provided
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NeuroBat6to16 (1 of 7)

i SubjectlD |
L e = 1
Neurobehavioral Battery 6-16yo
Page 1014} | Page 2 i0j14) Page 3i0j13) | w [ -~ Selectia Jump - &
Title: 12-Month Neurobehavioral Battery
Subtitle: Children ages & - 16 years old
Instructions: For select all that apply questions: Use Chrl + Click bo select mare than one response
Date of neurobehavioral assessment
ate: | AssessDay # ﬂ * DO-MMM-Y
Name of supervising psychologist
MDRes
1% . ...
Value not provided ] 1 = Responsiveness/Cognition,Motor
Mame of tester 2= M_OFOI’ )
; 3 = Vision/Hearing
- HES .
Value not provided ] 4 = Behavioral
Wechsler Abbreviated Scale of Intellignece (WAST) 5 = Communication . .
vorabulary 6 = External factors not related to the child's ability
i.e. fire alarm, family had to leave, etc.
tscore: | WASIVOC # ‘ ( Y )
Explanation For missing | Respaonsiveness/Cagnitian (select all that apply)
datat | Motor WASIVocMD $13 i

“igion/Hearing

Behawioral

Comrmunication

External factors not related to the child's ahbility (i.e. fire alarm, family had to leave, etc)
Matrix Reasoning

tscares | WASIRes #

Explanation Faor missing

Responsiveness/Cogn
daka:

hotor
Yision/Hearing
Behawioral
Communication

ition

WASIResMD $13 |

(select all that apply)

External factors not related to the child's ahility (i.e. fire alarm, family had to leave, etc)

Full Szale I - 2 Test Composite

standard score: |:] WASIFull #
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Wechsler Intelligence Scale for Children {(WISC-I¥) Digit Span subtest

Digit Span Forward

NeuroBat6to16 (2 of 7)

scaled score: | WISCdST #

Explanation For missing | Responsiveness/Cagnition

data | pAotor
Yizgion/Hearing
Behavioral
Communication

External factors not related to the child's ability (i.e. fire alarm, family had to leawve, etc)

Digit Span Backward

WISCdsfMD $13 '

(select all that apply)

scaled scorer | WISCdsb #

Explanation For missing | Responsiveness/Cagnition

data | pAator
Yizsion/Hearing
Behavioral
Communication

External factors not related to the child's ability (i.e. fire alarm, family had to leawve. etc)

Digit Span Total

WISCdsbMD $13 '

(select all that apply)

scaled score: | WISCdST #

Explanation For missing | Responsiveness/Cagnition

data | pAotor
Yizgion/Hearing
Behavioral
Communication

External factors not related to the child's ability (i.e. fire alarm, family had to leawve, etc)

THAPCA-IH_Annotated PUD eCRF_v1.0

WISCdsTMD $13 |

(select all that apply)

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.)
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Page 1 (0/14) Page 2 (0f14) | Page 3(0/13)

NeuroBat6to16 (3 of 7)

w | - Select to Jump -- W

Title: 12-Month Neurobehavioral Battery

Subtitle: Children ages & - 16 years old

Instructions: For select all that apply questions: Use Ckrl + Click bo select more than one response

Wechsler Intelligence Scale for Children (WISC-1¥) Coding subtest

Coding

scaled score: [l WISCCode #

Excplanation For missing | Respaonsivenass/Cognition
data: | potor

Yision/Hearing

Behaviaral

Communication

External factors not related to the child's ahility (i.e. fire alarm, family had to leave, etc)

(select all that apply)

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.)

|WISCCodeMD$13 l

California Yerbal Learning Test for Children

List & Total Trials

b score: |] CVLTTotal #

Explanation For missing | Rasponsiveness/Cagnition
data: | potor

“ision/Hearing

Behavioral

Communication

External factors not related ta the child's ahility (i.e. fire alarm, family had to leawve, etc)

(select all that apply)

| CVLTTotalMD $13 I

List & Short-Delay Free Recall

z scare: [I CVLTSFre #

Explanation For missing | Rasponsiveness/Cagnition
data: | potor

“ision/Hearing

Behaviaral

Communication

External factors not related ta the child's ahility (i.e. fire alarm, family had to leave, etc)

(select all that apply)

|CVLTSFreMD$13 '

List A Short-Delay Cued Recal

[| CVLTSCue #

Explanation For missing | Respaonsiveness/Cognition
data: | potor

“ision/Hearing

Behavioral

Communication

External factors not related ta the child's ability (e fire alarm, family had to leave, etc)

(select all that apply)

| CVLTSCueMD $13 I
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88 of 127




NeuroBat6to16 (4 of 7)

List & Long-Delay Free Recal

2seare: | CVLTLFre # ‘

Explanation For missing Fiesponsiveness/Cagnition (select all that apply)
data: | potar 1
VisionfHearing | CVLTLFreMD $13
Behawiaral
Carmmunication
External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

List & Long-Delay Cued Recall

2smre: | CVLTLCue # ‘

Explanation for missing | Rgsponsiveness/Cognition (select all that apphy)
s Motor [ CVLTLCueMD 813 |
YWision/Hearing |
Behawiaral
Communication
External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

Cotreck Recognition Hiks

zscores | CVLTRecog #

Explanation for missing Responsiveness/Cagnition (seleck all that apply)
defer Motor | CVLTRecogMD $13 |
Wision/Hearing |
Behawioral
Communication
External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

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.)
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NeuroBat6to16 (5 of 7)

Page 2 (0/14) Page 3(0/13) | Page 4 (0/2) » | - Select to Jump - s

Title: 12-Month Neurobehavioral Battery

MDRes
1 = Responsiveness/Cognition,Motor
2 = Motor

Subtitle: Children ages & - 16 vears old

3 = Vision/Hearing

Instructions: For select all that apply questions: Use Ctrl + Click bo select more than one response

4 = Behavioral

Ray Osterreith Complex Figure Test {(Meyers and Meyers Administration and Scoring System})

Total accuracy For Copy

Faw SCOre;

ROCFCopy # ‘

E:xplanation for missing

Responsiveness/Cognition
data:

totor

5 = Communication
6 = External factors not related to the child's ability
(i.e. fire alarm, family had to leave, etc.)

(zelect all that apply)

| ROCFCopyMD $13 |

Yision/Hearing
Behawvioral

Cormrmunication
External factors not related ta the child's ability (e fire alarm, family had to leave, eto)

Total accuracy For Immediate Recall YN
tscore: | ROCFIMRe # ar is the Immediate ROCFImMReF # | 1="Yes
Recall k score less than |
lowest calculable b 0=No
score
Explanation for missing | Responsiveness/Cagnition (select all that apply)
datat | hotor |
Vision/Hearing | ROCFImReMD $13 |
Behawioral
Communication
External factors notrelated to the child's ahility (i.e. fire alarm, family had to leawve, etc)
Tokal accuracy For Delayed Recall YN
tseore: | ROCFDeRe # ‘ ar is the Delayed ROCFDeReF # I 1=Yes
Recall k score less than 0=No
lowest calculable £

(select all that apply)

SCOre
Explanation for missing | Responsiveness/Cagnition
dakat | pAotor
Vision/Hearing | ROCFDeReMD $13 |
Behawvioral |
Communication
External factors notrelated to the child's ahility (i.e. fire alarm, family had to leawve, etc)
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NeuroBat6to16 (6 of 7)

Recognition total correct YN
tscore: | ROCFRecT # | o is the Recagrition © | (zelect one) |» ROCFRecTF # | 1=Yes
score less than lowest |
caleulable b scors 0=No
Explanation for missing | Responsiveness/Caognition {select all that apply)
datat | pAgtor
Vision/Hearing | ROCFRecTMD $13 |
Behavioral |

Comrmunication
External factors not related to the child's ahility (i.e. fire alarm, family had to leawve, etc)

Controlled Oral Word Association (COWA)

Total number of words For three trisls

raw scare: | COWATOt # |

Explanation for missing | Responsiveness/Cagnition {select all that apply)
datar | pAotor

Vision/Hearing | COWATotMD $13 |
Behawvioral |
Cammunication

External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

MDRes

2 = Motor

3 = Vision/Hearing
4 = Behavioral

5 = Communication

1 = Responsiveness/Cognition,Motor

THAPCA-IH_Annotated PUD eCRF_v1.0

6 = External factors not related to the child's ability
(i.e. fire alarm, family had to leave, etc.)
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NeuroBat6to16 (7 of 7)

Page 2 (0/14) Page 3 (0/13) Page 4 (jgy| » | Select to Jumg -- L

Title: 12-Month Neurobehavioral Battery

Subtitle: Children ages 6 - 16 years old

MDRes
1 = Responsiveness/Cognition,Motor
2 = Motor

Instructions: For select all Ehat apply questions: Use Cerl + Click to select more than one response

3 = Vision/Hearing

Grooved Pegboard Test

Time to place all pegs in board - dominant hand

GPegDom #

raw sCore: L conds)

Explanation for missing | Responsiveness/Cognition
datar | potor

Yision/Hearing

| GPegDomMD $13

4 = Behavioral

5 = Communication

6 = External factors not related to the child's ability
(i.e. fire alarm, family had to leave, etc.)

({select all that apply)

Behawioral
Communication

External factors not related to the child's ability {i.e. fire alarm, family had to leave, etc)

Time ko place all pegs in board - non-dominant hand

FaW SCOPE: | seronds)

GPegNonD #

Explanation for missing | Responsiveness/Cognition
datar | potor

Yision/Hearing
Behawvioral

GPegNonDMD $13

{select all that apply)

Communication

External factors not related to the child's ability {i.e. fire alarm, family had to leawe, etc)

Beery Test of ¥isuomotor Integrations (¥MI)

Total accuracy score

ot is the standard | rselect one) |w

standard score:
L‘ VMITot #

score less than lowest
calculable standard
scare

| VMITotF #

YN
1=Yes
0=No

Explanation for missing | Respansiveness/Cognition
datal | pAotor
“ision/Hearing

Behawvioral
Communication

VMITotMD $13

{select all that apply)

External factors not related to the child's ability (i.e. fire alarm, family had to leawe, etc)

If unreliable is selected, explain any unreliable test score:

Value not provided
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NeuroBatgtel7 (1 of 7)

Neurobehavioral Battery 17 years and older

-- Select to Jump --

Page 1(0/12) | Page 2 (0/14) Page 3 (0/13) >

Title: 12-Month Neurobehavioral Battery

Subtitle: Ages 17 years and older

Instructions: Faor select all that apply questions: Use Ctrl + Click ko select more than ane response

Date of neurobehavioral assessment

Date: D AssessDay #

‘ + DD-MMM-Y Y

Name of supervising psychologist

Value not provided ]*

Name of tester

Value not provided ]*

Wechsler Abbreviated Scale of Intellignece (WASI)

Yocabulary

tscore: D WASIVoc # ‘

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.)

Explanation for missing | Responsiveness/Cognition

datal | potar
Yision/Hearing

WASIVocMD $13

(select all that apply)

Behavioral
Comrmunication

External factors not related to the child's ahility (i.e. fire alarm, family had to leawve, stc)

Makriz Reasoning

L score: D WASIRes #

Explanation For missing | Responsiveness/Cognition

data: | pAntor
Yision/Hearing

WASIResMD $13

(select all that apply)

Behawioral
Cornmunication

External factors not related to the child's ability (i.e. fire alarm, family had to leawe, stc)

Full Scale IQ - 2 Test Composite
standard score: |:] WASIFull #
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NeuroBatgtel7 (2 of 7)

Wechsler Adult Intelligence Scale {(WAIS - I1T) Digit Span subtest
Digik Span Backward

scaled score: || WAISSb #

Explanation Far missing Fesponsiveness/Cognition (select all that apply)
data | hotor WAISdsbMD $13 |
“izian/Hearing |
Behawvioral
Cormmunication
External factors not related to the child's akility {i.e. fire alarm, family had ta leawve, etc)

Digit Span Total

scaled score: || WAISdSt #

Explanation for missind | Responsiveness/Cagnition (select all that apply)
data | pAotar
Wisian/Hearing WAISdstMD $13 |

Behawvioral
Comrmunication
External factors not related to the child's akility {i.e. fire alarm, family had ta leawve, etc)

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.)
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Page 1 {012} Page Z{0/14) = Page 3 (0/13)

NeuroBatgtel7 (3 of 7)

» | - Select to Jumg --

Title: 12-Month Neurobehavioral Battery

Subtitle: Ages 17 years and oldar

Instructions: For select all that apply questions: Use Ctel + Click to select more than one response

Wechsler Adult Intelligence Scale {(WAIS - IIT) Digit Symbol Coding subtest

Coding

sealed score: I:] WAISCode #

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.)

Explanation For missing

Fesponsiveness/Caognition
data:

hdotar
Yision/Hearing
Behawvioral
Cormrmunication

External factars not related to the child's ability (i.e. fire alarm, family had to leave, etc)

(select all that appl)

WAISCodeMD $13 |

California ¥Yerbal Learning Test - Second Edition
1-5 Free Recall Total

kL scare: I:] CVLT2FreT #

Explanation Far missing

Fesponsiveness/Cognition
data:

hatar
Yision/Hearing
Behawioral
Communication

External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

(select all that apply)

CVLT2FreTMD $13 |

Short-Delay Free Recall

D CVLT2SFre #

Explanation For missing

Fesponsiveness/Cognition
data:

hatar
Wision/Hearing
Behawioral
Cormrmunication

External factars not related to the child's ahility (i.e. fire alarm. family had to leave, etc)

(select all that apply)

CVLT2SFreMD $13 |

Short-Delay Cued Recall

D CVLT2SCue #

Explanation For missing

Fesponsiveness/Cognition
data:

b otar
Wision/Hearing
Behawioral
Cormrmunication

External factars not related to the child's ahility (i.e. fire alarm. family had to leave, etc)

(select all that apply)

CVLT2SCueMD $ |
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NeuroBatgtel7 (4 of 7)

Long-Delay Free Recall

escore: || CVLT2LFre # ‘

Explanation Far missing | Responsiveness/Cagnition (select all that apply)

defar Motor | CVLT2LFreMD $13 |
Yision/Hearing
Behawioral
Cormrunication
External factors not related ta the child's ability (e fire alarm, family had to leawve. etc)

Long-Delay Cued Recall

zscore: || CVLT2LCue # ‘

Explanation For missing Fiesponsiveness/Cognition (select all that apply)

datat | Motor | CVLT2LCueMD $13 |
Yision/Hearing
Behawioral
Communicatian
External factors not related to the child's ability (i.e. fire alarm. family had to leave, etc)

Long Delay wes/no Recognition Hits

z scare: CVLT2LRecog # ‘

Explanation for missing | Responsiveness/Cagnition (select all that apply)
data: | Motor | CVLT2LRecogMD $13 |
YisionfHearing |
Behawioral
Communication MDRes . .
External factors not related to the child's ahility (i.e. fire alarm, family had to leawve, etc) 1= Responsweness/Cogn|t|on,Motor
2 = Motor
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NeuroBatgtel7 (5 of 7)

Page 2 (0/14) Page 3(0/13) | Page 4 (0/2) » | - Selectto Jump -- w

Title: 12-Month Neurobehavioral Battery

Subtitle: Ages 17 wears and older

MDRes
1 = Responsiveness/Cognition,Motor
2 = Motor

Instructions: For select all that apply questions: Use Ctrl + Click to select more than one response

3 = Vision/Hearing

Ray Osterreith Complex Figure Test (Meyers and Meyers Administration and Scoring System)

Total accuracy for Copy

WD ROCFCopy # ‘

4 = Behavioral

5 = Communication

6 = External factors not related to the child's ability
(i.e. fire alarm, family had to leave, etc.)

Explanation Far missing

Responsiveness{/Cognition
data:

totar

(select all that apply)

Yision/Hearing | ROCFCopyMD $13 I
Behawvioral
Cormmunication

External factors nat related to the child's ahility (i.e. fire alarm, family had ta leave, etc)

Total accuracy For Immediate Recall YN
b score: I:] ROCFImMRe # ‘ or is the Immediabe ROCFImReF # | 1=Yes
Recall £ score less than | 0=N
lowsest caloulable & =No
sCare
Explanation Far missing Fiesponsiveness/Cognitian (select all that apply)
e \Motor ROCFIMReMD $13 |
YWision/Hearing [
Behawioral
Communication
External factors not related to the child's ability {i.e. fire alarm, family had to leave, etc)
Total accuracy For Delaved Recall YN
tscore: H ROCFDeRe # ‘ o the Dalyed [(ssctone) 1| ROCFDeReF # | 1=Yes
Recall £ score less than 0= No
lowest caloulable &

sCare

Explanation Far missing

Responsiveness{/Cognition
data:

totor

(select all that apply)

| ROCFDeReMD $13 |

Wision/Hearing |

Behawioral
Cormmunication
External factors nat related to the child's ahility (i.e. fire alarm, family had ta leave, etc)
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NeuroBatgtel7 (6 of 7)

Recognition total correct

b score: ROCFRecT # | of is the Recognition t [ (select orey »| ROCFRecTF #

scare less than lowest

calculable b score

Explanation for missing | Responsiveness/Cagnition
data: | pAotar

(select all that apply)

YN
1=Yes
0=No

| ROCFRecTMD $13 |

“ision/Hearing |

Behawioral
Communication
External factors not related to the child's ahility (i.e. fire alarm, family had to leave, etc)

Controlled Oral Word Association {COWAY

Total number of words For three trials

raw score: COWATot # |

Explanation For missing | Responsiveness/Cognition

(select all that apply)

datas Motor [ COWATOtMD $13 |
“ision/Hearing
Behawioral
Communication
External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

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.)
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NeuroBatgtel7 (7 of 7)

Page 2 (0j14) Page 3 (0/13) Page 4 (0jzy| | - Selectio Jump L

Title: 12-Month Neurobehavioral Battery

Subtitle: Ages 17 vears and older

Instructions: For select all that apply questions: Use Ckrl + Click to select more than one response

Grooved Pegboard Test

Time to place all pegs in board - dominant hand

raw scare; G Peg DO m # (seconds)

Explanation For missing
data

Fesponsiveness/Cognition
hotar

(select all that apply)

o . | GPegDomMD $13 |
Yision/Hearing |
Behaviaral

Communication

External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)

Time ko place all pegs in board - non-daminant hand

GPegNonD #

Explanation For missing
data

Responsiveness/Cognition

(select all that apply)

Mator
Yision/Hearing
Behavioral
Communication
External factors not related ta the child's ability (i.e. fire alarm, family had to leave. etc)

|GPegN0nDMD$l3 |

Beery Test of ¥isuomotor Integrations (¥MI)
Total accuracy score YN
standard score: I:I VMITot # or is the standard VMITotF # l_ 1=Yes
srore less than lowest O = No
calculable standard
score
Explanation for missing | Respansiveness/Cognition (select all that apply)
deta: | Motor | VMITotMD $13 |
Yision/Hearing |
Behawiaral
Communication
External factors not related to the child's ability (i.e. fire alarm, family had to leave, etc)
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.)

THAPCA-IH_Annotated PUD eCRF_v1.0

99 of 127




PRCAYoung (1 of 3)

PRCA Neurological Outcome Measure (Up to 3years old)

Title: PRCA Meurological Outcome Measure

Subtitle: Infant wersion (Up to 3 vears aold)

Instructions: Enter a walue For each item: Mormal, Abnormal, or Mok Done (includes items that are not age appropriate). IF Abnormal enter the severity of abnaormaliby  1-mild; 2-moderate; 3-severe).

Identifying Data

Date of assessment

Date: | AssessDay # |_| * DO-MMM-YY Y

Location of assessment: NuroLoc
| ) | AssessLoc # I 1 = In-patient
O 1n-patient 2 = Out-patient Clinic

O out-patient Clinic
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PRCAYoung (2 of 3)

Title: PRCA Meurological Dutcome Measure - Scoring Sheet

Subtitle: Infant wersion (Up ko 3 years ald)

Instructions: Enter a walue For each iter: Mormal, Mild Abnormality, Moderate Abnormality, Severe Abnormality, or Mot Done (includes ikems that are nok age appropriate or that were not assessed).

Sensorimotor Deficit - score each side separately

Left side: | (select onel i SenMotorL #

For items scored in Sensorimobor Deficits Left and Right, identify all the bypes of Sensorimoto

Deficits that vou observed (Ckrl + Click ko select more than onel

0 = None

‘ Right side: [(select oney | SenMotorR # ElL NuroScr

1 = Mild but no impact on function

Abnormality of tone | SenMotorDef $13

Cluadriparesis
Hemiparesis
Sensory deficit
Global delay in gross motor skill attainment
Global delay infine motor skill attainment

Other motor or sensory deficits {includes cranial nerve deficits)

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

2 = Moderate with some functional
limitations

3 = Severe or profound with
missing function

| [=elect one) b | | OthSMDef # !

For items scored in Other motor oF sensory deficit, identify all the types of Sensarimotor Deficits that vou observed (Chrl + Click ko select more than one)

“ision impairment

Difficulty with drinking, chewing or swallowing
Ataxia

bMowvermnent disorder

COther.describe:

OthSMDSpc $12 |_

Other, describe: .
Value not provided

OthDef

1 = Vision impairment

2 = Difficulty with drinking, chewing or swallowing
3 = Ataxia

4 = Movement disorder

90 = Other, describe:
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Language Deficit - Production {including dysarthria)

PRCAYoung (3 of 3)

LangDefProd #

(=elect one)

Bam

Language Deficit - Comprehension

(=elect one)

LangDefComp # IEI—

Cognitive Deficit

NuroScr

0 = None

1 = Mild but no impact on function

2 = Moderate with some functional limitations
3 = Severe or profound with missing function

CognDef #

(=elect one)

i

Behavioral Deficit

BehavDef #

(zelect one)

[

CogBeh

0 = None

1 = Mild (little impact on daily function)

2 = Moderate with some functional limitations
3 = Severe or profound with missing function

For Cognative and Behavioral Deficits, describe the deficits that you observed:

Value not provided

Other comments regarding scoring:

Value not provided
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PRCAOIder (1 of 3)

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

Title: PRCA Neurological Dutcome Measure

Subtitle; Children aged 3 wears and older

Instructions: Enter & walue For each item: Maormal, Abnormal, or Nok Done (ncludes items that are not age appropriate). IF Abnormal enter the severity of abnormality ¢ 1-mild; 2-moderake; 3-severe),
Identifying Data

Date of assessment

Date: ’—1 AssessDay # h * DD-MMM-YYYY
NuroLoc
Location of assessment: | AssessLoc # i 1 = In-patient
O mpatient ® 2 = QOut-patient Clinic

O out-patient Cliric
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PRCAOIder (2 of 3)

Title: PRCA Neurological Dutcome Measure - Scoring Sheet

Subtitle: Children aged 3 vears and alder

Instructions: Enter & walue for each item: Marmal, Abnormal, or Mot Done (includes items that are nok age appropriate). IF sbnotmal enter the severity of abnormality ¢ 1-mild; 2-moderate; 3-severe).

Sensorimotor Deficit - score each side separately

[
Left side: | (zelect one) | SenMotorL #

For items scored in Sensarimakor Deficiks Left and Right, identify all the bypes of Sensorimoto

Right side: IMI SenMotorR #

==

Deficits that wou observed (Chrl + Click to select more than one)

Abnormality of tone
Quadriparesis | SenMotorDef $13 |——
Hemiparesis
Sensory deficit
Global delay in gross motor skill atainment
Global delay in fine motor skill attainment

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

Other motor or sensory deficits {includes cranial nerve deficits)

NuroScr

0 = None

1 = Mild but no impact on function

2 = Moderate with some functional
limitations

3 = Severe or profound with missing
function

| [zelect one)

| OthSMDef # I
v

For items scored in Other mokor or sensory deficit, identify all the bypes of Sensorimotor Deficits that wou observed (Chrl + Click to select more than one)

“ision impairment
Difficulty with drinking, chewing or swallowing
Alaxia

OthDef
1 = Vision impairment

bMovement disarder OthSMDSpc $12

3 = Ataxia

Other.describe: T

4 = Movement disorder
90 = Other, describe:

Other, describe: | .
. Value not provided

2 = Difficulty with drinking, chewing or swallowing
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PRCAOIder (3 of 3)

Language Deficit - Production {including dysarthria)

LangDefProd #

Language Deficit - Comprehension

LangDefComp # E.l_

NuroScr

0 = None

1 = Mild but no impact on function

2 = Moderate with some functional limitations
3 = Severe or profound with missing function

Cognitive Deficit
CognDef # E—
Beharioral Deficit
rzelect one) | BehavDef # w

For Cognative and Behavioral Deficits, describe the deficits that you observed:

CogScr

0 = None

1 = Mild

2 = Moderate

3 = Severe or profound with missina function
BehvScr
0 = None

Value not provided

1 = Mild,no impact on academic or social function
2 = Moderate with some functional limitations
3 = Severe or profound with missing function

Other comments regarding scoring:

Value not provided
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Month12VitalStatus (1 of 1)

12-Month Vital Status

12-Mont..{0/2) * — Select to Jump — El

Title: 12-Month Vital Status

Instructions: This form is required if the subject’s vital status was not confirmed on or after the one year anniversary of randomization, by neither the Month 12 KKI follow-up nor the on-site

evaluations.

What was the subject’s status on the one-year anniversary date of randomization?

"Alive”if it was verified the subject was alive at one year

"Deceased” if it was verified the subject died on or prior to one year

"Could not be determine” if all efforts have been exhausted to determine the status at one year
DV6850G

_ _ _ ; - 1=Alive

= = = *

® Aive ® ® j SubjectStatus # |7

2 alive ') Deceased ) Could not determine ]] 2 = Deceased (complete death form)
Enter the date that the subject's vital status was verified. 3 = Could not determine
If the vital status could not be determined, enter the date the subject was last known or last documented to be alive.

StatusDay # | = DD-MMM-YYYY
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Vineland Adaptive Behavior Scale (VABS)

VABS (1 of 3)

Variable Format | Type Label Algorithm / Notes
Randomly generated ID number that
subjectid # Subject ID uniquely identifies an enrolled
(randomized) subject across datasets
VABSTestDay # Day of VABS Test (relative to randomization date) | VABS Test Date — Randomization Date
= “BASELINE” for Baseline VABS
VABSPhase S VABS Study Phase = “llIMOS” for Month 3 VABS
= ”XIIMOS for Month 12 VABS
VABSAge S 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 S 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 S Written Adaptive Level Output from VABS Scoring Software
COM_SUM_VSCALES_FOR_DOMAIN # Communication Domain Sum of the Subdomain v- |, 4 &0 VABS Scoring Software
Scale Scores
COM_STD_SCORE # Communication Domain Standard Score Output from VABS Scoring Software
COM__ IL E_RANK S Communication Domain Percentile Rank Output from VABS Scoring Software
COM_ADAPT_LEVEL S 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 S 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 S 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 # S-asil\;:ivsi:gritms Domain Sum of the Subdomain | |\ from VABS Scoring Software
DLS_STD_SCORE # Daily Living Skills Domain Standard Score Output from VABS Scoring Software
DLS__ ILE_RANK S Daily Living Skills Domain Percentile Rank Output from VABS Scoring Software
DLS_ADAPT_LEVEL S 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 S 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 S 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 S Coping Skills Adaptive Level Output from VABS Scoring Software
SOC_SUM_VSCALES_FOR_DOMAIN # 2?:;:";:;22 Domain Sum of the Subdomain v- Output from VABS Scoring Software
SOC_STD_SCORE # Socialization Domain Standard Score Output from VABS Scoring Software
SOC__ IL E_RANK S Socialization Domain Percentile Rank Output from VABS Scoring Software
SOC_ADAPT_LEVEL S 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 S 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 S Fine Motor Skills Adaptive Level Output from VABS Scoring Software
MS_SUM_VSCALES_FOR_DOMAIN # 'Sv'czlt:rsfz'r"':‘s Domain Sum of the Subdomain v- Output from VABS Scoring Software
MS_STD_SCORE # Motor Skills Domain Standard Score Output from VABS Scoring Software
MS__ILE_ RANK S Motor Skills Domain Percentile Rank Output from VABS Scoring Software
MS_ADAPT_LEVEL S Motor Skills Domain Adaptive Level Output from VABS Scoring Software
ABC_SUM_ALL_DOM_STD_SCORES # Adaptive Behavior Composite Sum of AllDomain | 0\ &0 ABS Scoring Software
Standard Scores
ABC_STD_SCORE # Adaptive Behavior Composite Standard Score Output from VABS Scoring Software
ABC__ IL E_RANK S Adaptive Behavior Composite Percentile Rank Output from VABS Scoring Software
ABC_ADAPT_LEVEL S Adaptive Behavior Composite Adaptive Level Output from VABS Scoring Software
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Outcomes (1 of 17)

Outcomes
Variable Format Type Label Algorithm / Notes
Randomly generated ID number that uniquely
SubjectID # Subject ID identifies an enrolled (randomized) subject
across datasets
TREATMENT
1 = Hypothermia . =1 if subject was randomized to Hypothermia
TreatRand 2 = Normothermia # Treatment Assigned =2 if subject was randomized to Normothermia
3 = Treatment not initiated
=1 if subject received Hypothermia
TreatRec TREATMENT # Treatment Received = 2 if subject received Normothermia
= 3 if subject received neither treatment
AgeYrs # Age at Randomization (years) Randomization Date - Birthdate
?G_IiGZRO;IiS =1if AgeYrs<2
AgeGroup ==y # Age Group at Randomization =2if 2 <= AgeYrs< 12
2=2-11 years = 3 if AgeYrs >= 12
3 =>= 12 years - & B
GENDER
Gender 1=Male # Sex Copied from Demographics dataset
2 = Female
CARHYTHMIH
1 = Asystole
2 =Brad di -
radycardia . Based on InitialRhyth and Study PIs’
3 = Pulseless electrical i . s . “ ”
CARhythmlIH . # Initial cardiac rhythm recategorization of open-text entries of “other
activity (PEA) .
. o rhythms from IHCardiacArr dataset.
4 = Ventricular fibrillation
or tachycardia
97 = Unknown

THAPCA-IH_Annotated PUD eCRF_v1.0

110 of 127




Outcomes (2 of 17)

70

Variable Format Type Label Algorithm / Notes
DV7123G
IHArrestLoc ﬁ:s's‘irt;eISt at non-study # Location at time of cardiac arrest Copy from IHCardiacArr dataset
2 = Arrest at study hospital
CAtoCPR M Time between cardiac arrest and start | Time of CPR — time of arrest (from OHCarciacArr
of compressions (minutes) dataset). NULL if either variable is NULL.
CPRtOROSC " Time between start of compressions Time of ROSC — time of CPR (from OHCarciacArr
and ROSC/ROC (minutes) dataset). NULL if either variable is NULL.
YESN
. SNO ECMO used post qualifying CA and =1if, in IHCardiacArr, ECMO is Yes and ECMO
ECMOBaseline 1=VYes # . . L o .
0=No prior to randomization start day/time is before randomization day/time
=1 if ECMOBaseline is Yes AND ECMO was not
discontinued before treatment initiation
ECMO used at the time of treatment =1 else if subject has a record in TempECMO
ECMOatTreat YESNO # initiation dataset with a time before or at treatment start
time
=0 otherwise
= NULL if OH iacArr.Epi hH is (NULL
Number of doses of epinephrine Unkl:wov:/n():) CardiacArr.EpinephHosp is (NULL or
DosesEpiHosp # i‘:mdzit:;fnacto*;‘;;p::'N(;if)wded 3 | = 0 else if OHCardiacArr.EpinephHosp is None
’ = OHCardiacArr.EpinephHosp otherwise
=0 if subject died on or prior to the one-year
VESNOUNKNOWN Zglversary of their cardiac arrest per the death
1=Y
SurviveM12 0= Ne;)s # Survival at 12 months =1 else if subject is known to be alive on or after
- the one-year anniversary of their cardiac arrest
97 = Unknown
per any of the 12 month follow-up datasets
=97 otherwise
=1 if SurviveM12 is Yes AND Month 12 VABS >=
70
Survival at 12 ths with VABS >=
PrimaryEndpoint YESNOUNKNOWN # urvivatat 22 months wi = 0if SurviveM12 is No

=0if Month 12 VABS < 70
=97 otherwise
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Outcomes (3 of 17)

Variable Format Type Label Algorithm / Notes
=1 if baseline VABS >=70
YN =1 if baseline VABS is NULL AND (baseline
Primary 1=Yes # Eligibile for primary analysis? POPC='Good' or 'Mild Disability) AND (baseline
0=No PCPC ='Normal' or 'Mild Disability)
=0 otherwise
=-2000 if SurviveM12 is No
Alternative VABS status at 12 months | =-1000 if SurviveM12 is Yes AND the Month 12
M12VabsOutcome # . .
outcome VABS is the lowest possible for age
= Month 12 VABS otherwise
M12VABSOUTCOMECAT
0 = Death
1 = Profound disability — 0if SurviveM12 is No
(VABS <45 or lowest =1 if M12VabsOutcome < 45
M12VabsOutcomeCat | possible) # Categorical VABS status at 12 months .
=2 if 45 <= M12VabsOutcome <= 69
2 = Moderate to severe =3 if M12VabsOutcome >= 70
disability (VABS 45-69)
3 = Good functional status
(VABS >= 70)
=-2000 if SurviveM12 is No
. . . =-1000 if SurviveM12 is Yes AND the Month 12
Change in neurobehavioral function . .
DeltaVabs # as assessed by VABS from pre-arrest VABS s the lowest p055|blle for age. .
to 12 months. = Month 12 VABS — baseline VABS if SurviveM12
is Yes AND both VABS scores are not NULL
= NULL otherwise
DELTAVABSCAT
0 = Death
1 = Lowest possible VABS
score =0 if SurviveM12 is No
2 = VABS decreased > 30 Categorical change in =1 if DeltaVabs = -1000
DeltaVabsCat points # neurobehavioral function as assessed | =2 if DeltaVabs <=-30
3 = VABS decreased 16-30 by VABS from pre-arrest to 12 months | = 3 if -30 <= DeltaVabs <=-16
points =4 if DeltaVabs >=-15
4 = VABS decreased no
more than 15 points or
improved
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Outcomes (4 of 17)

Variable Format

Type

Label

Algorithm / Notes

YESNOWITHDREW

-1 = Unknown (patient
withdrew)

1=Yes

0=No

BloodAll

Any blood product use within 7 days
of randomization

=-1if 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

=-1if 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

=-1if 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 (5 of 17)

Variable

Format

Type

Label

Algorithm / Notes

BloodPRBC

YESNOWITHDREW

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

=-1if 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

=-1if 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

=-1if 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 (6 of 17)

Variable

Format

Type

Label

Algorithm / Notes

ArrhyAsystole

YESNOWITHDREW

Any Asystole arrhythmias within 7
days of randomization

=-1if 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
=1 else if there are any serious Asystole
arrhythmias occuring after randomization
through day 7

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

ArrhyAtrial

YESNOWITHDREW

Any Atrial (SVT, atrial flutter, JET)
arrhythmias within 7 days of
randomization

=-1if there are NO serious Atrial 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 Atrial
arrhythmias occuring after randomization
through day 7

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

ArrhyPEA

YESNOWITHDREW

Any PEA arrhythmias within 7 days of
randomization

=-1if there are NO serious PEA 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 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 (7 of 17)

Variable

Format

Type

Label

Algorithm / Notes

ArrhyVentricular

YESNOWITHDREW

Any Ventricular (sustained VT greater
than 30 seconds, VF, Torsades)
arrhythmias within 7 days of
randomization

=-1if there are NO serious Ventricular
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 Ventricular
arrhythmias occuring after randomization
through day 7

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

ArrhyOther

YESNOWITHDREW

Any other type of arrhythmias within
7 days of randomization

=-1if 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
=1 else if there are any serious Other
arrhythmias occuring after randomization
through day 7

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

InfectionN

Number of culture-proven infection
within 7 days of randomization

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

Infection

YESNOWITHDREW

Any culture-proven infection within 7
days of randomization

=-1if infection = 0 AND the patient withdrew
permission to collect data prior to completing all
8 days of data collection

=1 else if infection > 0

=0 else if infection =0
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Outcomes (8 of 17)

Variable Format Type Label Algorithm / Notes
= Number of days from randomization to the
earliest of day 7, hospital discharge, death, or
withdrawal. Day of randomization and (day 7,
Days of expected daily data collection | day of hospital discharge, or day of death) are
DaysData # . . . . . .
including Days 0-7 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)
VITALSTAT
STATUS =1 if patient died on or prior to Day 28
-1 = Could not be . S - :
. . . =0 else if patient is verified to be alive on Day 28
Death28 determined # Patient vital status at Day 28 PR
= -1 if vital status on Day 28 could not be
1 = Deceased determined
0 = Alive
PRIMARYRE = NULL if Primary is Yes
1 = Baseline VABS<70 =1 if BLVabs<70
PrimarvRe 2 = No VABS, POPC, nor M Why not eligible for primary analvsis =2 if BLVabs is NULL AND (BLPCPC is NULL OR
¥ PCPC Y g primary analy BLPOPC is NULL)
3 =No VABS, =3 if BLVabs is NULL AND (BLPOPC>2 OR
POPC/PCPC>=3 BLPCPC>2)
?TET:S:‘Y:!‘&Z‘ET{EQ? =1 if SurviveM12 is Unknown
. ~ . . =2 else if SurviveM12 is Yes AND Month 12
OneYearAvailableReas | status # Reason one year data is unavailable .
. VABS is NULL
2 = Vital status known, — NULL otherwise
unable to obtain VABS -
= (Death date — cardiac arrest date) if
SurviveM12 is No
. Time to death/censor by Month 12 = (One-year cardiac arrest anniversary date —
timeToDeathM12 # (days) cardiac arrest date) if SurviveM12 is Yes
= (Last date patient known to be alive — cardiac
arrest date) if SurviveM12 is Unknown
YESNO
. =0 if SurviveM12 is No
censorDeathM12 (1) :Le;s # Censored for 12 month mortality — 1if SurviveM12 is Yes OR Unknown
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Outcomes (9 of 17)

Variable Format Type Label Algorithm / Notes
=1 if PreExPrenat, PreExLung, PreExCongHrt,
YN PreExAcgHrt, PreExArrhyth, PreEximmuno,
. . . PreExTranspl, PreExGastro, PreExEndo
PreExNon 1=Y # Patient had no pre-existin ndition ! ’ !
etxione 0= Neos atie ad no pre-existing conditio PreExRenal, PreExNeuro, and PreExMisc (all from
N PreArrest dataset) are all No
=0 if any of these variables are Yes
B tries in PREARREST taset
MODIFIED: Did patient have a pre- ased on .en .rles n ST_datasets and .
preexlungMOD YN # . . . recategorization by study Pls of open-text entries
existing lung or airway disease? " ” L .
of “other” pre-existing conditions
MODIFIED: Did patient have a pre- Based on .entrles in PREARREST_ datasets and '
preexneuroMOD YN # . . L recategorization by study Pls of open-text entries
existing neurologic condition? " ” L .
of “other” pre-existing conditions
B ies in PREARREST
MODIFIED: Did patient have a pre- ased on .ent.rles n ST_datasets and .
preexgastroMOD YN # . . . . recategorization by study Pls of open-text entries
existing gastrointestinal disorder? " " L .\
of “other” pre-existing conditions
B ies in PREARREST
MODIFIED: Did patient have a pre- ased on .ent.rles n ST_datasets and .
preexprenatMOD YN # . . recategorization by study Pls of open-text entries
existing prenatal condition? B ” . .
of “other” pre-existing conditions
MODIFIED: Did patient h - L
existin immtlmssolr?wn ro;\;(:eadpre Based on entries in PREARREST_ datasets and
PreEximmunoMOD YN # . g . . P recategorization by study Pls of open-text entries
condition or is taking an " ” L .
. . . of “other” pre-existing conditions
immunosuppressive medication?
B ies in PREARREST
MODIFIED: Did patient have a pre- ased on gntrles n ST_datasets and .
PreExRenalMOD YN # . . recategorization by study Pls of open-text entries
existing renal condition? " ” L .
of “other” pre-existing conditions
. . MODIFIED: Other pre-existing Based on .ent.rles in PREARREST_ datasets and .
PreExFailThriveMOD YN # . . . recategorization by study Pls of open-text entries
condition: Failure to thrive " ” L .\
of “other” pre-existing conditions
B iesi E E
MODIFIED: Did patient have a pre- ased on fentrles in PREARREST_ datasets and .
PreEXEndoMOD YN # . . . recategorization by study Pls of open-text entries
existing endocrine condition? B ” . ..
of “other” pre-existing conditions
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Outcomes (10 of 17)

Variable Format Type Label Algorithm / Notes
MODIFIED: Did patient have a pre- Based on .ent.rles in PREARREST_ datasets and .
PreExTranspIMOD YN # . recategorization by study Pls of open-text entries
existing transplant? " ” . -
of “other” pre-existing conditions
B tries in PREARREST taset
MODIFIED: Other pre-existing ased on entries in ST_datasets and
PreExOtherOtherMOD | YN # .\ recategorization by study Pls of open-text entries
condition: Other " ” L .
of “other” pre-existing conditions
Based on entries in PREARREST_ datasets and
MODIFIED: Di tienth - -
PreExAcqHrtMOD YN # O . .Id patien ?Ve apre recategorization by study Pls of open-text entries
existing acquired heart disease? " ” L .
of “other” pre-existing conditions
B ies in PREARREST
MODIFIED: Did patient have pre- ased on entries in ST_datasets and
PreExArrhythMOD YN # . . recategorization by study Pls of open-text entries
existing arrhythmia? " ” L o
of “other” pre-existing conditions
. MODIFIED: Did patient have a pre- Based on entries in PREARREST_ datasets and
PreExCongHrtAcyanoti . . . . .
<MOD YN # existing congenital acyanotic heart recategorization by study Pls of open-text entries
disease? of “other” pre-existing conditions
. MODIFIED: Did patient have a pre- Based on entries in PREARREST_ datasets and
PreExCongHrtCyanotic . . . N .
MOD YN # existing congenital cyanotic heart recategorization by study Pls of open-text entries
disease? of “other” pre-existing conditions
MOD,'FIED: Other pre-existing ) Based on entries in PREARREST _ datasets and
PreExPulmHyperCHD condition: Pulmonary hypertension - o .
YN # . . . recategorization by study Pls of open-text entries
MOD associated with congenital heart " ” L .
. of “other” pre-existing conditions
disease
PreExPulmHyperNoCH ctg(r?:iltﬁLEnD':P?szmirnr;:e-EXIszlr:insion - Based on entries in PREARREST_ datasets and
P YN # ; yhyp recategorization by study Pls of open-text entries

DMOD

not associated with congenital heart
disease

of “other” pre-existing conditions
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Outcomes (11 of 17)

Variable Format Type Label Algorithm / Notes
CACAUSE
1 = Cardiovascular event
2 = Neurological event
3 = Congenital heart
i t
disease (?ven Based on PrimaryCause and recategorization by
4 = Respiratory event . . . “ ”
CACauselH . # Primary cause of the cardiac arrest study Pls of open-text entries of “other” causes
> = Multiple organ system from the ArrEtiol dataset
failure (MOSF) )
6 = Drug overdose
7 = Electrolyte imbalance
95 = Other
97 = Unknown
DV6772G
1 = Emergency department
2 = Non-intensive care
inpatient ward
3 = Intensive care unit
L i ithin hospital at ti f
arresthosp (includes intermediate # ocation within hospital at time o Copy from IHCardiacArr dataset
arrest (IH only)
care)
4 = Operating room
5 = Other clinical lacation
(radiology, laboratory, etc.
6 = Non-clnincal location
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
FirstTempNew # First reported temperature by the primary probe at that time (reference
primary probe form), ECMO blood/circuit
temperature, esophageal temperature, bladder
temperature, rectal temperature.
i -missing BLAB
FirstABGpH 4 First reported ph First r.10n missing BLABGpH value from the
Baseline dataset
First -missing BLABGPaCO2 value f th
FirstABGPaCO2 # First reported PaCO2 (mmHg) s r.10n missing @ value from the
Baseline dataset
First -missing BLABGPaO2 value f th
FirstABGPa02 # First reported PaO2 (mmHg) Irst non-missing absvalue from the

Baseline dataset
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Outcomes (12 of 17)

Variable Format Type Label Algorithm / Notes
. . . First -missing BLABGSat value fi th
FirstABGSat # First reported Saturation (%) s r.10n missing Sat value from the
Baseline dataset
. . . . First -missing BLABGBicarb value f th
FirstABGBicarb # First reported Bicarbonate (mmol/L) s r.10n missing carb value from the
Baseline dataset
. . First non-missing BLLactate value from the
Firstlactat # First reported Lactate (mmol/L
Irstiactate irst reported Lactate ( ol/L) Baseline_Lactate dataset
. . First reported Serum sodium First non-missing BLSodium value from the
FirstSodium # .
concentration (mmol/L) Prelnterven_Elytes dataset
. . First reported Serum potassium First non-missing BLPotassium value from the
FirstPotassium # .
concentration (mmol/L) Prelnterven_Elytes dataset
R First reported Serum bicarbonate First non-missing BLBicarbonate value from the
FirstBicarbonate # .
concentration (mmol/L) Prelnterven_Elytes dataset
. . First reported Serum chloride First non-missing BLChloride value from the
FirstChloride # .
concentration (mmol/L) Prelnterven_Elytes dataset
. . First reported Serum BUN First non-missing BLBUNitrogen value from the
FirstBUNit # .
s ftrogen concentration (mmol/L) Prelnterven_Elytes dataset
. . First reported Serum creatinine First non-missing BLCreatinine value from the
FirstCreatinine # .
concentration (mmol/L) Prelnterven_Elytes dataset
. First reported Serum glucose First non-missing BLGlucose value from the
Firstglucose # .
concentration (mmol/L) Prelnterven_Elytes dataset
. . . . First non-missing BLMagnesium value from the
Firstmagnesium # First reported Magnesium (mg/dL) Baseline_Chemistry dataset
N First reported lonized calcium First non-missing BLIonizedCa value from the
Firstionizedca # . .
(mmol/L) Baseline_Chemistry dataset
. . . First non-missing BLTotalCa value from the
F | # F Total cal L
irsttotalca irst reported Total calcium (mg/dL) Baseline_Chemistry dataset
. . First non-missing BLPhosphate value from the
Firstphosphate # First reported Phosphate (mg/dL . .
phosp P P (me/dL) Baseline_Chemistry dataset
. . First -missing BLALT value fi th
FirstALT # First reported ALT/SGPT (U/L) s r.won n'.nssmg value fromthe
Baseline_Liver dataset
. . First -missing BLAST value fi th
FirstAST # First reported AST/SGOT (U/L) s r‘10n n"nssmg value from the
Baseline_Liver dataset
. e . e First non-missing BLBilirubin value from the
FirstBilirubin # First reported Total Bilirubin (mg/dL) ) .I ing
Baseline_Liver dataset
. . First non-missing BLPT value from the
FirstPT # First reported PT (seconds) g

Baseline_Coags dataset

THAPCA-IH_Annotated PUD eCRF_v1.0

121 of 127




Outcomes (13 of 17)

4 = Severe disability = 4
5 = Coma or vegetative
state=5

Variable Format Type Label Algorithm / Notes
FirstPTT # First reported PTT (seconds) First r.10n-m|ssmg BLPTT value from the
Baseline_Coags dataset
FirstINR M First reported INR First r.10n-missing BLINR value from the
Baseline_Coags dataset
. . First non-missing BLAmylase value from the
FirstAmylase # First reported Amylase (U/L) Baseline_Pancreas dataset
R . . First non-missing BLLipase value from the
FirstLipase # First reported Lipase (U/L) Baseline_Pancreas dataset
. . . First non-missing BLHgb value from the
FirstHgb # First reported Hemoglobin (g/dL) Baseline_CBC dataset
FirstPlatelet 4 First reported Platelet count First non-missing BLPlatelet value from the
(1073 /microl) Baseline_CBC dataset
. First reported White blood cell First non-missing BLWBC value from the
FirstWBC # . .
(1073 /microl) Baseline_CBC dataset
BLVabs M Pre-cardiac arrest VABS Adaptive = ABC_STD_SCORE from the VABS dataset where
Behavior Composite Score VABSPhase = "BASELINE”
PCPCDER
1=Normal=1
2 = Mild disability = 2
BLPCPC 3 = Moderate disability =3 | # Pre-cardiac arrest PCPC =PCPC from the BLNeurobeharioral dataset
4 = Severe disability = 4
5 = Coma or vegetative
state=5
POPCDER
1=Good=1
2 = Mild disability = 2
BLPOPC 3 = Moderate disability=3 | # Pre-cardiac arrest POPC =POPC from the BLNeurobeharioral dataset
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Outcomes (14 of 17)

Variable Format Type Label Algorithm / Notes
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
MULLRANGETWO
1 = Lowest possible score =1 if Neurobatlt6.ELCompSclt49 is Yes
2 =49 -69 (well below =2 if if 49 <= Neurobatlt6.ELCompSc <= 69
ELCompScCat2 average) # Early learning composite category =3 if 70 <= Neurobatlt6.ELCompSc <= 84
3 =70 -84 (below average) =4 if 85 <= Neurobatlt6.ELCompSc <= 115
4 =85 - 115 (average) =5if 115 < Neurobatlt6.ELCompSc
5=> 115 (above average)
=1 if month12onsite.Nbehav_NDRes = “KKI
determined as not necessary” and for one
subject identified by KKI
\{\/;Af:)?(:,fgossible score =2 if 55 <= Neurobat6to16.WASIFull <= 69
2 =55 - 69 (well below =2 if 55 <= Neurobatgte17.WASIFull <= 69
Intelligence domain: Full-scale 1Q =3 if 70 <= Neurobat6to16.WASIFull <= 84
WASIFAIQCat average) # .
3=70 - 84 (below average) score category =3 !f 70 <= Neurobatgte17.WASIFull <= 84
4=85- 115 (average) =4 !f 85 <= Neurobat6to16.WASIFull <= 115
5= > 115 (above average) =4 if 85 <= Neurobatgte17.WASIFull <= 115
=5if 115 < Neurobat6to16.WASIFull
=5if 115 < Neurobatgte17.WASIFull
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Outcomes (15 of 17)

lower level term of
'Thrombocytopenia'

Variable Format Type Label Algorithm / Notes
MULLWASITWO
1 = Lowest possible score
2 =< 70 (well below = ELCompScCat?2 if ELCompScCat2 is not NULL
Mull WASI t Il
Mullwasicat2 average) # ) :sir;;rbinej) score category (a = WASIFAIQCat if WASIFAIQCat is not NULL
3=70- 84 (below average) g
4 =85 - 115 (average)
5=> 115 (above average)
=1 if subject h inth t
ouing 15 g ot har | L1l e e e s
Hypokalemia YN # least one reported AE with MedDRA i aray <=
. . AELLT="Hypokalemia
lower level term of 'Hypokalemia .
=0 otherwise
During first 5 days, patient had at =1 if subject has a record in the adverseevents
Hyperkalemia YN # least one reported AE with MedDRA dataset whe.re"AEStartDay <=5 AND AELLT=
. . Hyperkalemia
lower level term of 'Hyperkalemia .
=0 otherwise
. . =1 if subject has a record in the adverseevents
During first 5 days, patient had at
h AE Day <=5 AND AELLT="
Hypoglycemia YN # least one reported AE with MedDRA :?/SSgeI:/\c’\:an(:irae" StartDay <=5
I level f'H I ia'
ower level term of 'Hypoglycemia - 0 otherwise
Durine first 5 davs. patient had at =1 if subject has a record in the adverseevents
. & ys, P . dataset where AEStartDay <=5 AND AELLT="
Hyperglycemia YN # least one reported AE with MedDRA Hyperglycemia”
I level t f'H I ia’ )
ower level term of 'Hyperglycemia - 0 otherwise
During first 5 days, patient had at =1 if subject has a record in the adverseevents
. least one reported AE with MedDRA dataset where AEStartDay <=5 AND AELLT="
Hypophosphatemia YN # .
lower level term of Hypophosphatemia
'Hypophosphatemia' =0 otherwise
During first 5 days, patient had at =1 if subject has a record in the adverseevents
Neutropenia YN # least one reported AE with MedDRA dataset wh'er”e AEStartDay <=5 AND AELLT=
. . Neutropenia
lower level term of 'Neutropenia .
=0 otherwise
During first 5 days, patient had at =1 if subject has a record in the adverseevents
. least one reported AE with MedDRA dataset where AEStartDay <=5 AND AELLT="
Thrombocytopenia YN #

Thrombocytopenia”
=0 otherwise
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Outcomes (16 of 17)

Variable Format Type Label Algorithm / Notes
=1 if ClinicalSz = Yes or ElectroSz = Yes in any of
ClinElectroSz YN M D%Jr'ing first 5 days, pati'ent had a the Day0, Day1, Day2, Day3, Day4, or Day5
clinical or electrographic seizure datasets
=0 otherwise
. . =1 if CAYN = Yes in any of the Day0, Day1, Day2,
RepeatCA5days YN # During first _5 days, patient had a Day3, Day4, or Day5 datasets
repeat cardiac arrest .
=0 otherwise
During first 5 days, patient received =1 if DialyticYN = Yes in any of the Day0, Day1,
Dialytic YN # any form of renal replacement Day2, Day3, Day4, or Day5 datasets
therapy =0 otherwise
RACE
1 = American Indian or
Alaska Native
2 = Asian . . .
3 = Black or African =95 if Race from Demographics dataset is
. Race (Grouped into Asian, Black, American Indian or Alaska Native or Native
Race5 American # . . .
. . White, Other, and Unknown) Hawaiian or Other Pacific Islander
4 = Native Hawaiian or - Race otherwise
Other Pacific Islander
5 = White
97 = Unknown
95 = Other
ETHNIC
Ethnicity 1= Hispar.wic or‘Latino . # Ethnicity Copy from Demographics dataset
2 = Not Hispanic or Latino
97 = Stated as Unknown
CHDYN YESNO # D.Id the patient have congenital heart Copy from CardiacPatients_v2 dataset
disease?
Was this a post-operative cardiac
CardiacSurgYN YESNO # surgerY pat_lent at the tl.me of Copy from CardiacPatients_v2 dataset
screening (i.e. had cardiac surgery
during this hospitalization)?
CPRDURATIONCALCRANGE
CPRDurationCalcRang 1=2-15 Based on CPRtime and ROCTime (if both are
o 2=15-30 # CPR Duration (minutes) available) or CPRDuration (all from the
3=>30 IHCardiacArr dataset)
97 = Unknown
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Outcomes (17 of 17)

arrest (IH patients)

Variable Format Type Label Algorithm / Notes
Recoded Primary etioloey of cardiac =95 if CACauselH is not Cardiovascular or
CACauselH2 CACAUSE # ¥ &Y Congenital Heart Disease or Respiratory

= CACauselH otherwise
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Temperature

Temperature (1 of 1)

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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