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BATE Annotated eCRF

Annotations key

Notes

Table name
Column name followed by # Format (name OSSR ,
(numeric field) or $ (character Code Iist( )l 4 Conditional choice set |
field) R

StudySubjectID was replaced by PudID, sequential integers, that uniquely identifies a patient across
datasets, it does not contain information about original site or medical record number. Occurrence and
ltemGroupRepatKey are also unique subject identifiers.

All out of range and other questionable data have 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.

'Date' variables are replaced with 'day' variables. Day variables are populated with the number of days
since the reference date, ICU admission date. ICU admission date is coded as 0 (Day 0) and all other
dates will be recoded as number of days after Day O (if any dates occur before the ICU admission day,
these dates will have a negative value).
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BATE Annotated eCRF

Eligibility (1 of 1)

PudID # Occurrence #

ItemGroupRepeatKey #

ECMO Eligibility:

Inclusi(0/4) | | Exclusi_(ojz | » | —Selectio Jump — i~

‘ Title: Inclusion Criteria

Screening Date: I ScreenDay, # * (DD-MMM-YYYY)

Inclusion Criteria

1. Is the patient between 0 (zero) days and < 19 years of age?

o o * "
) Yes U No | Inclusionl, # |

2. Has the patient been admitted to & Pediatric, Cardiac, or Meonatal ICU?

|:::| Yeg |:::| Mo *l |nC|usi0n2, # |

YesNo
1=Yes
0=No

3. Did the patient receive ECMO during the ICU stay? /
@ ves ® o | Inclusion3, # |

If the patient does not meet indusion criteria, do not save this information to the database.

Inclusi...(0/4) Exclusi.(0/2) = |~ Select to Jump — E|

Title: Exclusion Criteria

Exclusion Criteria

1. Has the patient been previously enrolled in this study?

® Yes ® No * Exclusionl, #

Is patient eligible?

Eligible patients have all indusion criteria as Yes, and all exdusion criteria as Mo,

) ves ) Mo ¥ | PtEligible, #

YesNo
1=Yes
0=No

If ™o®, save this page and do not continue, You have completed data entry for this patient.
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ECMO Demographics:

BATE Annotated eCRF

Demog (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
Sex
— Selectto J - 1=Male
Demog (0/5) ™ Sec o Jump [=] 2= Female
Title: Demoagraphics _I
Date of birth: BirthDay, # | (DD-MMM-YYYY) Sex: ) male | Sex#
e _
) Female
Ethnicity: & Hispanic or Latino . . F"'E":|E: [T American Indian or Alaska Native
- i t t )
| Ethnicity, # ) Mot Hispanic or Latino EEch Al et Spey [ asian

Ethnic

1 = Hispanic or Latino
2= Not Hispanic or Latino
92 = Unknown or Not Reported

Gestational age at
birth:

@ Unknown or Not Reported

GestationAge,# (weeks)

[T Black or African American
(7] Native Hawaiian or Other Pacific Iskander
[ white

(] Unknown or Mot Reported

Additional / derived variables included in the DEMOG dataset:

Variable Type Label Algorithm / Notes
RACE1 # Amgrlcan Indian or Alaska 1=Yes, 0= No
Native
RACE2 # Asian 1=Yes, 0=No
RACE3 # Black or African American 1=Yes, 0=No
RACE4 M Nat.lv.e Hawaiian or Other 1=Yes, 0=No
Pacific Islander
RACE5 # White 1=Yes,0=No
RACE92 # Unknown or Not Reported 1=Yes,0=No
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BATE Annotated eCRF

Diagnoses (1 of 1)

PudID #

Occurrence # ItemGroupRepeatKey #

ECMO Diagnoses:

— Select to Jump —

[=]

Diagnos...[08)

| Title: Diagnoses

PrimaryDx, #

Primary Diagnosis:|

Does the patient have any secondary diagnoses?

Other (specify): | PrimaryDxOther, $

] SecondDx, #

[ ADD |

[ ADD |

.
.
.
.
.
.
.
$

YesNo
SecondDXYN' # » If yes, provide diagnoses below. 1=Yes
90 0000000000000 000000000CCIS .O....l‘..l"‘.l...l..ll..l....l...l‘.‘.‘...l..ll‘.llr;---;‘_‘—(j‘_‘—i O:No
sSecondary Diagnoses Other (specify) - fg_noies__ _ecgn_ -1
l -~ | SecondDxOther, $ P :
- m— E— , YesNo
Does the patient have any chronic diagnoses: 1=Yes
ChronicDxYN, # one) ~ Ifyes, provide diagnoses below. 0=No
Chronic Diagnoses Other (specify) I Diagnoses_Chronic :
| ChronicDx, # l v| ChronicDxOther, $ b :
M ChronDX
A K sssseccssssssses 1=Asthma
2=Cancer

3=Cardiovascular disease — acquired

PrimDX

1=Airway/tracheal abnormality, obstruction, surgery
2=Asthma

3=Cancer

4=Cardiac arrest

5=Cardiovascular disease — acquired
6=Cardiovascular disease — arrhythmia
7=Cardiovascular disease — congenital
8=Central nervous system infection
9=Congenital anomaly or chromosomal defect
10=Diabetes (non-DKA)

11=Diabetic ketoacidosis (DKA)

12=Drowning / asphyxia / hanging
13=Gastrointestinal disorder

14=Hematologic disorder

15=HIV infection

16=Hypoxic ischemic encephalopathy
17=Ingestion (drug or toxin)

18=Medical device malfunction
19=Musculoskeletal condition
20=Neurological miscellaneous
21=Neurological - cords, bones
22=Neurological - vascular malformations
23=Neurological CSF related (hydrocephalus / Chiari / fenestrations / arachnoid cysts)
24=Pertussis

25=Pneumonia / bronchiolitis

26=Renal failure

27=Respiratory distress / failure

28=Scoliosis / spine surgery

29=Seizures

30=Sepsis / SIRS / septic shock

31=Shock (non-septic)

32=Stroke / cerebral ischemia / cerebral infarction
33=Suicide attempt

34=Transplant

35=Trauma

90=0Other

4=Cardiovascular disease — arrhythmia
5=Cardiovascular disease — congenital
6=Chronic renal failure

7=Chronic lung disease (BPD, CF)
8=Congenital anomaly or chromosomal defect
9=Diabetes

10=Musculoskeletal

11=Neurologic - static encephalopathy
12=Neurologic - Other chronic condition
13=Neurologic - chronic seizures
14=Transplant

90=0Other

* excluded values: Diagnoses_Second with
SecondDx = 15 (HIV), DIAGNOSES_CHRONIC
with ChronicDxOther = 'HIV infection'

BATE Annotated eCRF_v1.0_16Feb2016
Page 6 of 72




BATE Annotated eCRF

TechDepend (1 of 1)

PudID #

Occurrence # ItemGroupRepeatKey #

ECMO Technology Dependence:

TechDep...(0/3) | *

— Select to Jump — El

Title: Technology Dependence

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions an how to record these data elements,

Gastrostomy tube;

Other feeding tube:

Qxygen:

Tracheostomy:

Home ventilator:

Ventricular shunt
(C5F):

Chronic dialysis:

Chraonic vascular
access:

(select one)

(zelect one) -

(select one)

(select one)

(select one)

(select one)

(select one)

(select one)

- | Gastrostomy, #

| OtherFeedTube, #

Ii

-~ | Oxygen, #

- | Tracheostomy, #

YesNo
1=Yes
0=No

- | HomeVent, #

- | VentricularShunt, #

|

- | Dialysis, #

li

- | VascularAccess, #

|7
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BATE Annotated eCRF

Dates (1 of 1)

PudID #

Occurrence # ItemGroupRepeatKey #

ECMO Hospitalization Dates and Death Information:

[=]

Dates (0/12) * | — Select to Jump —

| Title: Study Dates

Hospital Admission Date and Time

Hospital .ﬁ.dmissiun! HOSPADMITDAY, # il (DD-MMM-1Y)
Date:l..—

ICU Admission Date and Time

ICU Admission Date:

Hospital Discharge : S (DD-MMM-YYY)

|
Date: |

Hospital Admission

| HospAdmitTime, $ | (HHMM)
Time:

ICU Admission Time: ‘ ICUAdmitTime, $ | (HHMM)

Vital Status at Hospital (select one) = | HospVitalStatus, #
Discharge:

—

Death Information

Did the patient die following withdrawal of suppart?

(select ong) w | WithdrawOfSupport, #

YesNo
1=Yes
0=No

ICU Discharge Time: | ICUDisTime, $ | (HHMM)
Hospital Discharge ‘ HospDisTime, $ | (HHMM)
Time:
VitStat
1=Alive
0=Dead
Time of Death: | DeathTime, $ | (HHMM)

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

PM (1 of 1)

PudID # Occurrence #

ItemGroupRepeatKey #

ECMO Physical Measurements:

Measu /4 * — Select to Jump — El

Title: Measurements

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions on how to record these data elements.

Length fHEight:| Height, # | (cm) Weight: | Weight, #

(ka)

Head Cirn:umferenu:e:| HeadCirc, # |[|:m]| | HeadCircND, #

| [ Head circumference not documented

NotDoc
94=Head circumference not documented
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BATE Annotated eCRF

VM (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #

ECMO Vital Measurements:

vitals (0/10) || PR (0/3) » | —Select to Jump — El

Title: Vital Signs

Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.

Cardiorespiratory vitals

(DDMMM-1YY) TImE:| CardioTime, $ | (HHMM)

Heart rate:| HeartRate, # | (beats/min) Respiratory rate: | RespRate, # | (breathsmin)

Systolic blood pressure SBP # (mmHa) Diastolic blood | DBP, # (mmHa)

(SBF): pressure (DBF):
Mean arterial blood|  MeanBP, # (mmHg)
pressure;
Temperature

Date: - TEMPDAY, # ) (CO-MMM-YYYY) Time:| TempTime, $ | (HHMM)

Temperature:| Temperature, #

vitals 0/10) || PR@y3)| > | —Selcttodump— [
Title: Pupillary Reflexes
Date:) PUPILDAY, # (DD-MMM-YYYY) Time: | PupilTime, $ | (HHMM)
Lt
Pupillary reflexes: | pupilReflex, # -
Pupil

1=Both reactive

2=0ne non-reactive (> 3mm)

3=Both non-reactive (> 3mm)

4=Both pupils < 3mm, cannot be scored
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BATE Annotated eCRF

BaseVent (1 of 1)

ECMO Baseline Ventilator Settings:

Vent (0/15)| * — Select to Jump — El

PudID # Occurrence #

ItemGroupRepeatKey #

Title: Ventilator Settings

Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.

Was the patient receiving respiratory support in the 12 hours prior to ECMO initiation?

VentSupportYN, # » If yes, provide details below YesNo

Ventilator Mu:ude:| VentMode, #

Ventilator F'~-313E:| VentilatorRate, # | (bpm)
Tidal Valume Exhaled:| VTExhaled, # | (mL)
Set Tidal h'culume:| VTSet, # | (mL)
F'IF':| PIP, # | (cmH20)
Pressure Suppu:urt:| PS, # | (cmH20)
Mean .ﬁ.ir'.-x'ay| MAP, # | {crH20)
Pressure:
F'EEF':| PEEP, # | (cmH20)
Fi02:| Fi02, # (£.#E

HFOWY Frequency:| HFOVFrequency, #

HFQV Amp'imde=| HFOVAmplitude, #

(CO-MMM-YYYY)

1=Yes
0=No

T'mE=| VentTime, $ (HHMM])

Other (specify): | VentModeOther, $ |

VentMode

1=Pressure Control

2=PRVC

3=HFOV

4=Volume Control
5=Non-invasive Ventilation
6=Pressure Support and CPAP
90=0Other

MUST be a dedmal®

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

BaseCBC (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Baseline Complete Blood Count w/o diff:
cBc(E) | * |~ Select to Jump — EI
Title: Complete Blood Count without differential
Instructions: Refer to the warksheets and manual of operations (MOQ) for instructions on how to record these data elements.
Date Time Hemoglobin Hematocrit Platelets WBC
(DD-MMM-YYYY) (HHMM) (gfdL) (%) (103 pL) (10-3fpL)
| cBcNoiffTime, $ | | HgbMass, # | | HCTPct, # | | Platelet, # ] I WBC, # =

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

BaseABG (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Baseline Arterial Blood Gases:
ABG (0j10)| * | — Select to Jump — El
Title: Arterial Blood Gases
Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.
Date Time pH paCo2 pa02 HCO3 5a02 ez § i § i i
(DD-MMM-YYYY) (HHMM) (#.88) (mmHg) (mmHg) (mmol/L) (%) (#.##) Tonized Calcium Tonized Calcium Unit

[ 1 -
| ABGDAY, # i| pHATEI, # | [ Pao2ArtBId, #

| PCO2ArtBId, # |

Must be a decimal

Sa02, #

HCO3, #

CalonArtBId, #

elect one) « n

ABGFiO2, #

CalonArtBIdUnit, #

lon
1=mg/dL,
2=mmol/L

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

BaseBMP (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Baseline Chemistries:
BMP (0/9) || Chem iy | = | —Selectio Jump — [=]
Title: Basic Metabolic Panel
Instructions: Refer to the worksheets and manual of aperations (MOO) for instructions on how to record these data elements.
Date Time Sodium Potassium Chloride HCO3 BUN Creatinine Glucose
(DD-MMM-YYYY) {HHMM) (mmel/fL}) {mmeol/L) {mmel/L) {mmeol/L) (mg/dL) (mg/dL) {mg/dL)
.............. 1 - -
;I BMPDAY. # : BMPTime, $ Sodium, # Potassium, # Chloride, # Bicarbonate, # BUNmg, # Creatinine, # Glucose, # B
L L

Note: Although the case report form reflects HCO3 as being collected, the lab value being provided in this data field

represents total CO2.

BATE Annotated eCRF_v1.0_16Feb2016
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ECMO Baseline Chemistries:

BATE Annotated eCRF

BaseChemOne (1 of 1)

PudID #

Occurrence #

ItemGroupRepeatKey #

8P 0/5) || Chem (/19| > | —Selctodump— [+
| Title: Chemistries |
Date Time Total Bilirubin Alkaline phosphatase (ALP) | Aspartate aminotransferase (AST) | Alanine aminotransferase (ALT) | Lactate dehydrogenase (LDH)
________ (DD-MMM-YYYY) (HHHMHM) (mg/dL) (u/L) (u/L) (/L) (u/L)
CHEMDAYONE, # . ChemTimeOne, $ TotalBilirubin, # | ALP, # LDH, # [ X ]

ALT, #

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

BaseChemTwo (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Baseline Chemistries:
Date Time Albumin Total Protein Calcium §
__________ (0D-mmM-vvYY) (Hrtare) (a/d1) (a/du) (mafdr) pactate pactate tnt
ChemTimeTwo, $ Albumin, # | | TotalProtein, # l ‘ Calciummg, # Lactate, # (select one) [ X ]

LactateUnit, #

Lactate
1=mg/dL
2=mmol/L

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

BaseCoag (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Baseline Coagulation Labs:
| Coag (0/5) | | OtherCo...(0/7) | » | —Selecttodump—  []]
Title: Coagulation Labs
Instructions: Refer to the worksheets and manual of operations (MOC) for instructions on how to record these data elements.
Date Time PT PTT INR
(DD-MMM-YYYY) (HHMM) (seconds) (seconds)

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

BaseOtherCoag (1 of 1)
PudID # Occurrence # ItemGroupRepeatKey #
ECMO Baseline Coagulation Labs:
Coag (0/5) OtherCo...(0/7) | » | — SelEctio Jump — [=]
Title: Other Coagulation Labs |

Date Time Fibrinogen Fibrinogen unit Activated clotting time (ACT) ATIIT Anti Xa
(DD-MMM-YYYY) (HHMM) o9 o4 (seconds) (%) (1U/mL)
_________________ OtherCoagTime, $ Fibrinogen, # ACT, # ATllICoag, # AntiXa, #

(select one) w

FibrinogenUnit, #

fib
1=mg/dL
2=ng/mL

BATE Annotated eCRF_v1.0_16Feb2016
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ECMO Infection Information:
— Select to Jump — El

Infecti..(0/10) *

BATE Annotated eCRF

Infection (1 of 1)

PudID # Occurrence #

ItemGroupRepeatKey #

Title: Infection Information

Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.

Was a culture- or PCR-proven bacterial or fungal infection diagnosed prior to ECMO initiation?

BaseFungallnfect, #

» Ifyes, provide details below

YesNo
1=Yes
0=No

Fungal and Bacterial Infections

(DD-MMM-YYYY)

0000000000000 000000e

Specimen Collection Time

(HHMM)

| Infection_BaseFungal 3
Upload Report L - — -

# BaseFungallnfectTime, $

Value not provided

©0000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000¢r Al ir il fh®h®loA %A A,

specimen Collection Date

&

ick to upload file ] [ X |

Was a culture- or PCR-proven viral infection diagnosed prior to ECMO initiation?

BaseVirallnfect, #

» Ifyes, provide details below

Viral Infections

YesNo
1=Yes
0=No

©0000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000600606 066 P ususrinsutn ot "k “uik “mth "t 2t

(DD-MMM-YYYY)

[
BASEVIRALINFECTDAY, #

@00000000000000000

specimen Collection Date

Lo D

Specimen Collection Time

{HHMM)

i
' | BaseVirallnfectTime, $

I Infection_BaseViral

Upload Report L---

Value not provided

ick to upload file ] [ X |

0000000000000 0 o= o=

Was an unproven, suspected infection diagnosed and treated with antibiotics, antifungals, or antivirals prior to ECMO initiation?

BaseUnprovenlnfect, #

» If yes, spedfy type

Type of suspected 7] pacterial

infection:
(chedk all that apply)

[ Fungal
[T viral

YesNo
1=Yes
0=No

Additional / derived variables included in the INFECTION dataset:

Variable Type | Label Algorithm / Notes
BaseUnproveninfectTypel # Bacterial 1=Yes,0=No
BaseUnproveninfectType2 # Fungal 1=Yes,0=No
BaseUnproveninfectType3 # Viral 1=Yes,0=No

BATE Annotated eCRF_v1.0_16Feb2016
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ECMO Vasoactive-Inotropic Score v1.0:

vIs(o/13) * | T Select to Jump —

BATE Annotated eCRF

VIS (1 of 1)

[=]

PudID #

Occurrence #

ItemGroupRepeatKey #

Title: Vasoactive-Inotropic Score

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions on how to record these data elements,

Date:

[ 1

: VISDAY, #

Lo hw i

(DD-MMM-YYYY)

Dopaminge: | VISDopamine, #

Dobutamine:

| (ug/ka/min)

VISDobutamine, #

(hafkgmin)

Nitru:uprusside:| VISNitroprusside, #

Milrinone:

Epinephrine:

| wafkafmin)

VISMilrinone, #

VISEpinephrine, #

(ba/kg/min)

(ba/kg/min)

Morepinephring|

VISNorepinephrine, #

(g /fkg/min)

Phenylephrine:

Vasopressin:

Isoproterenal;

VISPhenylephrine, #

(ba/kg/min)

VISVasopressin, #

(munitskg/hr)

VISIsoproterenol, #

(ba/kg/min)

Were any bolus vasoactive medications given in the hour prior to ECMO initiation?

VISBolusGiven, # -

YesNo

1=Yes
0=No

Time:

VISTime, $ (HHMM)

NOTE: Two versions of the Vasoactive-Inotropic Score exist; however, the raw dataset has

stacked versions, VIS _ALLVERSIONS.
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BATE Annotated eCRF

VIS v2 (1of1)

. . PudID # Occurrence # ItemGroupRepeatKey #
ECMO Vasoactive-Inotropic Score v2.0:
VIS (0/13) | * — Select to Jump — El
Title: Vasoactive-Inotropic Score
Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.
=== . :
Date: - VISDAY, # | (DD-MMM-YYYY) Time: | VISTime, $ (HHMM)
Dopamine: | VISDopamine, # (b kg fmin)
Dobutaming: | viSDobutamine, # (g kg /mir)
Mitroprusside: | VISNitroprusside, # (b ka/fmin)
Milrinone: | VISMilrinone, # (b kg fmin)
Epinephrine: | VISEpinephrine, # (pg/fkg/min)
Morepinephrine: | VISNorepinephrine, # (pa,kg,fmin)
Phenylephrine: | VISPhenylephrine, # (g kg min)
Vasopressin: | VISVasopressin, # Unit: | (select one) El
VISVasopressinUnit, #
Isoproterenol; | VISIsoproterenol, # (ig/kg/min)

Were any bolus vasoactive medications given in the hour prior to ECMO initiation? VasoUnit
N 1 =munits/kg/hr
"El 2 = units/kg/hr
| 3 = units/hr
4 = munits/kg/min
5 = units/kg/min

VISBolusGiven, #

YesNo
1=Yes
0=No

NOTE: Two versions of the Vasoactive-Inotropic Score exist; however, the raw dataset has
stacked versions, VIS _ALLVERSIONS.
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BATE Annotated eCRF

Severity (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #

ECMO Functional Status Assessments:

StudyEvent, $

POPC/PC..{0/3) || F55 (0/7 » [ — Select to Jump — 5
| Title: PCPC and POPC |
[ i bCPC
Date: : PCPCDAY, # ! CO-MMMYYY) || 12 - Normal
—oT T T - 2=2 - Mild disability
Pediatric Cerebral Performance Category (PCPC) 3=3 — Moderate disability
4=4 — Severe disability
prcpe: | PCPCScore, INT - 5=5 — Coma/vegetative state
6=6 — Brain Death
Pediatric Overall Performance Category (POPC)
POPCScore, INT
POPC: - POPC
1=1- Good
2=2 — Mild disability
3=3 — Moderate disability
4=4 — Severe disability
5=5 — Coma/vegetative state
6=6 — Brain Death
POPC /PC...(0/3) Fss (0f7)| > | — Selectio Jump — Lv]
Title: Functional Status Scale |
.............. .
Date: | FSSDAY # (DD-MMM-1YYY)
L. . |
Mental Status | FSSMental, INT -
Classification: \
5 Classification: [ FSSS INT Fss
ensory Classification: ensory, - 1=Normal
2=Mild dysfunction
Communication | FSSCommun, INT - 3=Moderate dysfunction
Classification: 4=Severe dysfunction
’ 5=Very severe dysfunction
Motor Function FSSMotor, INT /
Classification:
Feeding Classification: | FSSFeeding, INT -
Respiratory FSSResp, INT -
Classification:

NOTE: The SEVERITY dataset has an additional unique identifier that indicates a baseline or
discharge measurement.
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BATE Annotated eCRF

Initiation (1 of 1)

ECMO Initiation of ECMO:

ECMO {0/18) | »

— Select to Jump —

[=]

PudID #

Occurrence #

ItemGroupRepeatKey #

| Title: ECMO Information

(DD-MMM-YY YY)

Initiation time of

ECMOStartTime, $ \ [HHMM)

ECMO:;

Mode

BCMO: L. . . ..
(start of flow)
Mode of ECMO:
ModeECMO, # -
Location of ECMO Care: LocationsECMO, #

Primary ECMO Indication:

Other (specify):

1=VA

ModeECMOOther, $

2=VA+V
3=VA-VV

(select one)

IndicationECMO, #

ECMOCare
1=PICU
2=NICU
3=CICU

(select one)

Does the patient have meconium aspiration syndrome?

MAS, #

(zelect one)

Does the patient have congenital diaphragmatic hernia?

CDH, #

(select one) -

Does the patient have congen

CCAM, #

select one)
[ )

OpProcedure, #

—< CBP, #

ECMOInd
1=Respiratory
2=Cardiac
3=ECPR

ital cystic adenomatoid malformation?

Does the patient have persistent pulmaonary hypertension of the newbarn?

PPHTN, # (select one)

Did the patient have any operative procedures in the 24 hours prior to ECMO initiation?

Was the patient on cardiopulmonary bypass in the 24 hours prior to ECMO initiation?

(select one) - If yes, record the most recent occurrence

Stop date:

[ — 1

L CPBDAY, #

CPBTOECMO, #

(select one) -

ExitToECMO, #

(select ong)

YesNo
1=Yes
0=No

(DO-MMM-YYYY)

Was the patient placed on ECMO directly from cardiopulmonary bypass?

Was the patient placed on ECMO by way of an EXIT procedure?

Stop time:

Stop time:

4=VV
5=VV-VA
6=VVA
7=VVDL
8=VVDL +V
90=Other

(zelect one) » Ifyes, record the date and start time of the most recent procedure

OpProcedureTime, $ (HHMM])

CPBTime, $ (HHMM)
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BATE Annotated eCRF

Equipment_v2 (1 of 2)

TubingCoating, # ne} - Ifyes, spedfy type

ECMO Equipment and Setup:
quip P PudID # Occurrence # ItemGroupRepeatKey #
Setup (0/31) * — Select to Jump — El
| Title: ECMO Equipment and Setup
Pump
Is the pump type centrifugal?
CentrifugePump, # k) + | If yes, specify pump ID
Pump ID: CentrifugePumplD, #
(from ELSO registry)
Is the pump type roller head?
RollerPump, # ne} « If yes, spedfy pump ID
Pump ID: RollerPumplD, #
(from ELSO registry)
Oxygenator
Is the oxyaenator a silicone lung?
—‘ SiliconeLung, # }3} ~ If yes, provide size Size of oxygenator: | OxygenatorSize, # (m2)
Is the oxygenator hollow fiber? HiFiber
HollowFiber, # h ; 1=Infinity
nel » If yes, specfy model 2-Lilliput
3=Medos
Vendor: (select one) - Other (spedfy): HollowFiberVendorOther, $ 4=Medtronic
T 5 r 5=Medtronic minimax
HollowFiberVendor, # -
Is the oxygenator coated? 3:83:3:210
OxygenCoating, # B} - If yes, spedfy type gzg:rﬂ?m
90=0Other
Type: (select ong) Other (spedfy): [ OxygenCoatingTypeOther, $
OxygenCoatingType, #
Tubing
: L . Coat
Provide the name of the drouit tubing vendor: 1=Bioline
2=C d
TubingVendor, $ 3:5:]:(;?1:
90=0Other
Is the drcuit tubing coated?

Type: (selectone) Other (specify): | TubingCoatingTypeOther, $
YesNo - "
1=Yes TubingCoatingType, #
0=No
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BATE Annotated eCRF

Equipment_v2 (2 of 2)

ECMO Equipment and Setup:

Priming

How was the drouit primed?

PudID # Occurrence #

ItemGroupRepeatKey #

Prime
1=Non-blood (clear)
2=Blood product

MethodPrimeCircuit, #

-

Mote: if drcuit was primed with blood product, record the amount on the blood product information form

If the drcuit was primed with non-blood, was there a hemodilution correction strategy?
YesNo
NonBloodPrimeCorrect, # - Ifyes, provide details 1=Yes
0=No
What was the  (select one) - Other (spedify): NonBloodPrimeOther, $
strategy for NonBloodPrimeMethod, #
correction?
Strategy
MNon-blood {dear) (mL) 1=Exchange transfusion
priming volume - 2=Hemofiltration
NonBloodPrimeVolume, # 90=Other
Other Setup Information
What is the configuration of the drcuit bridge?
CircuitBridgeConfig, #
Circuit
) ) ; 1=In-line with stopcock
?
Does the equipment setup indude a bladder [ venous reservair? 2= In-line but clamped
BladderReservoir, # - 3=Notin-line
Does the eguipment setup indude negative pressure monitoring?
NegativePressure, # -
Heparin
Was a heparin bolus used for cannulation?
HeparinBolus, # - If yes, provide dose
Dose  HeparinBolusDose, # (1Ukg)
At what time was the initial heparin infusion given after the initiation of ECMO?
[rrm ]
Date: © HEPARINAFTERECMODAY, # 1Y) Time: (HHMM]
I HepAfterECMOTime, $
Activated Clotting Time
Date of first ACT after. F|RSTACTDAY. # [0 DD4MM-rvyY) Time of first ACT after | FirstACTTime, $ | (HHMM)

(if measured):

First ACT Results| FirstACTResult, # |
(if measured)

YesNo

ECMO initiation
(if measured):

[ Too high to read FirstACTTooHigh, #

1=Yes
0=No

TooHigh
1=Too high to read
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HeparinPrime (1 of 1)

PudID #

Occurrence #

ItemGroupRepeatKey #

ECMO Heparin Units for Circuit Priming:

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

Title: Heparin Units for Circuit Priming

Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.

How many units of heparin were used to prime the drcuit prior to ECMO initiation?

HeparinPrimingUnits, # (units)

BATE Annotated eCRF_v1.0_16Feb2016

Page 26 of 72



BATE Annotated eCRF

Cannulation_v2 (1 of 1)

. L. PudID # Occurrence # ItemGroupRepeatKey #
ECMO Cannulation Characteristics:
Cannula..(0/8) || Venartc_(0/21) otherca(o/19) | » | —Seecttodump—  [+]
| Title: Basic Cannula Information
Date initial cannulation [EAN_NJLA_\STTARTI'D_AY_# —'fD-I"«"II"«"II"«"I-YYYY]I Time initial cannulation | CannulaStartTime, $ (HHMM)
achieved: | ... . .. _. . _: achieved:
The guestions below only need to be answered on the day of patient's final separation from ECMO.
Date offinal | CANNULASTOPDAY, #  JD-MMM-/YYY) Time of final (HHMM)
separation: . .. —..—. . separation: [ CanRemoveStopTime, $

(stop of flow)

Status at time of final | StatusAtCanRemove, # ’—

separation:

0On the day of final
separation, what was
the flow rate one hour
prior to removal?

| FlowAtCanRemove, # ‘

After final separation, was the patient recannulated within 24 hours?

(select one)

Recannulated, #

YesNo
1=Yes
0=No

Flow Rate Unit (select ong) -

FlowAtCanRemoveUnit, #

Dstat

1=Alive

0=Dead
2=Transition to VAD

FRUnit
1=mL/min
2=L/min
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Cannulation_Venous_v2 (1 of 1)

ECMO Cannulation Characteristics :

PudID # Occurrence # ItemGroupRepeatKey #
Cannula...[0/7) VenArtC..(0/21) || Otherca(nji4) | = | —Sslectio Jump — L]

Title: Venous and Arterial Cannulae

Instructions: Document each inserted cannula for this patient while enrolled in this study.

Venous Cannulae
Date of Cannula Placement | Time of Cannula Placement = = Other Cannula ID Date of Cannula Remowval Time of Cannula Removal
{(DD-MMM-YYYY) (HHMM) o € {specify) {from ELSO registry) (DD-MMM-YYYY) (HHMM)
VenousCanPlaceTime, $ VenousCannulaSite, # . VenousCannulalD, # n

===
| VENOUSCANPLACEDAY, # |

VenousCannulaSiteOther, $

VeinSite

5=Right Atrium (RA)
90=0Other

1=Right Internal Jugular Vein (RIJV)
2=Left Internal Jugular Vein (LJV)
3=Right Femoral Vein (RFV)

4=Left Femoral Vein (LFV)

:
..

""""""""""""""" —| VenousCanRemoveTime, $
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ECMO Cannulation Characteristics:

Arterial Cannulae

Date of Cannula Placement | Time of Cannula Placement
(DD-MMM-YYYY) (HHMM)

BATE Annotated eCRF

Cannulation_Arterial_v2 (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
= = Other Cannula ID Date of Cannula Removal Time of Cannula Remowval
nmula Site (specify) {from ELSO registry) (DD-MMM-YYYY) (HHMM)
(select one) - ArterialCannulalb, # ARTERIALCANREMOVEDAY, # [ X |
ArterialCannulaSite, # ArterialCannulaSiteOther, $ T Ty - ArterialCanRemoveTime, $

ArtSite

7=Aorta
90=0Other

1=Right Common Carotid Artery (RCCA)
2=Left Common Carotid Artery (LCCA)
3=Right Femoral Artery (RFA)

4=Left Femoral Artery (LFA)

S5=Left Atrium (LA)

6=Pulmonary Artery (PA)
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BATE Annotated eCRF

ECMO Cannulation Characteristics:

Double Lumen Catheters

Date of Catheter Placement | Time of Catheter Placement
(DD-MMM-YYYY) (HHMM)

Cannulation_DLC_v2 (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #
Catheter Site Other Cannula ID Date of Catheter Removal Time of Catheter Removal
(specify) (from ELSO registry) (DD-MMM-YYYY) (HHMM)

. DLCCanPlaceTime, $

DLCCannulaSite, #

-

DLCCannulalD, #

DLCCannulaSiteOther, $

DLCSite

1=Right Internal Jugular Vein (RIJV)
2=Left Internal Jugular Vein (LIJV)
3=Right Femoral Vein (RFV)

4=Left Femoral Vein (LFV)
90=0Other

DLCCanRemoveTime, $ (X |
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ECMO Cannulation Characteristics:

BATE Annotated eCRF

Cannulation_Cephalad_v2 (1 of 1)

PudID # Occurrence #

ItemGroupRepeatKey #

| Cannula_..(0/7) || VenArtC...(0/21) || ounerca_{u,r14}| » | — Selectto Jump — [=l|

Title: Other Cannulae

Instructions: Document each inserted cannula for this patient while enrolled in this study.

Cephalad Cannulae

Date of Cannula Placement
(DD-MMM-YYYY)

Time of Cannula Placement Date of Cannula Removal

(HHMM)

(DD-MMM-YYYY)

Time of Cannula Removal
(HHMM)

[ | CephaladCanPlaceTime, $ : I
© CEPHALADCANPLACEDAY, # p ’ i CEPHALADCANREMOVEDAY, # :

CephaladCanRemoveTime, $
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Cannulation_LAD v2 (1 of 1)

ECMO Cannulation Characteristics:

Left Atrial Drainage Cannulae

Date of Cannula Placement
(DD-MMM-YYYY)

Time of Cannula Placement
(HHMM)

LADCanPlaceTime, $

PudID #

Occurrence #

ItemGroupRepeatKey #

Date of Cannula Removal
(DD-MMM-YYYY)

Time of Cannula Remowval
(HHMM)

LADCanRemoveTime, $ B
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Cannulation_DPC _v2 (1 of 1)

ECMO Cannulation Characteristics:

Distal Perfusion / Drainage Cannulae

Date of Cannula Placement | Time of Cannula Placement
(DD-MMM-YYYY) (HHMM)

Cannula Site

DPCCanPlaceTime, $ (zelect one) -

Other
(specify)

PudID # Occurrence # ItemGroupRepeatKey #

Date of Cannula Remowval Time of Cannula Removal

(DD-MMM-YYYY)

DPCCannulaSiteOther, $

m DPCCannulaSite, #

DPCSite
1=Right arm
2=Left arm
3=Right leg
4=Left leg
90=0Other

(HHMM)

DPCCanRemoveTime, $ B
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ECMODaily (1 of 8)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Related Daily Data v1.0:
Infecti.(0/6) || Bloodlo.(0/17 ThromEv..(0/15) | ™ | — Selectto Jump — Lv]
| Title: Daily Infection Information
Studydate: | | STUDYDAY. # | (DD-MMM-YYYY) YesNo
| — 1=Yes
Was the patient separated from ECMO on this study day? 0=No

RemovedFromECMO, #

g} « If yes, provide information on the cannulation characteristics form

Was a new culture- or PCR-proven infection diagnosed on this study day?

Newlnfect, #

- If yes, provide details below

09000 00000000000000000000000000000000000000000000000000000000000000000000000000000000000000000,.0,40,4040°4048040480420 040

:| Specimen collection date Specimen collection time I ECMODaily_Infect i
: (DD-MMM-YYYY) (HHMM) Upload report 4 _____ ___ |
{—————— - : : : i
| | NEWINFECTDAY, # | NewInfectTime, $ ~ Valuenotprovided ickto upload file ||

NOTE: Three versions of the ECMO Related Daily Data exist, including the tables embedded
within the CRF; however, the raw dataset has stacked versions, ECMODAILY_ALLVERSIONS,
ECMODAILY_INFECT_ALLVERSIONS.
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ECMO Related Daily

Infecti...(0/&)

BloodLo...(0/13)

BATE Annotated eCRF

ECMODaily (2 of 8)

Data v1.0:

PudID #

Occurrence #

ItemGroupRepeatKey #

ThromEv...[0/15) >

— Select to Jump — El

| Title: Daily Blood Loss Hx

On this study day, what is the:

Total blood loss from
lab sampling?

LabSampleloss, #

Total chest tube

ChestTubeOutput, #

output?

{mL)

{mL)

LabSampleLossND, #

NotTab
98=Not tabulated

[T not tabulated

] Mo chest tube

ChestTubeOutputND, #

On this study day, did blood loss from any of the following confribute to a need for transfusion?

Lab sampling?

Sanguineous chest
tube output?

Surgical site bleeding?

Cannula site bleeding?

Gastrointestinal
bleeding?

Pulmonary
hemorrhage?

Intracranial bleeding?

Genitourinary
bleeding?

(select one) -

LabSampleSiteLoss, #

(select one) -

ChestTubeSiteloss, #

(select one) -

SurgicalSiteLoss, #

(select one) -

CannulaSiteloss, #

NoCT
1=No chest tube

YesNo
1=Yes

(select one) -

GastrolntestBleed, #

0=No

(select one) -

PulmBleed, #

(select one) -

TransIntracranBleed, #

(select one) -

GUBIleed, #

0n this study day, was there new or increased intracranial bleeding?

(select one) -

NewlntracranBleed, #
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ECMODaily (3 of 8)

PudiD= || Occurence = [tem GroupRepeatKey =
ECMO Related Daily Data v1.0:
BloodLo(0/13) || ThromEv(0/15) || Thrombo(0/3) | » | —Sekcttoump—  [v]
| Title: DailyThrombotic Events
Did any of the following thrombotic events occur or persist on this study day?
Intracranial infarction: IntralnfarctStatus, #
(select one) If yes, whatis the (selectone) -
Thromlntralnfarct, # ) .ste..tus cuf.the
intracranial infarction?
Limb ischemia: IschemiaStatus, #
(select ong) - If yez, whatis the (select ong)
Thromlschemia, # status ':'_f the I"_T'b
ischemia?
Pulmonary embolus: EmbolusStatus, #
(select ong) - If yes, whatis the (selectong) -
status of the
ThromEmbolus, # pulmonary embolus? ?B'\SIW
=New
Intracardiac dot: IntracardiacStatus, # 2=Better
3=Same
(select one} If yes, whatis the (select one) - 4=Worse
status of the
Thromintracardiac, # intracardiac dot?
Aortopulmonary shunt dot: AortopulmStatus, #
(select one) If yes, whatis the (zelectone) -
status of the
ThromAortopulm, # aortopulmonary shunt
dot?
Hemaolysis
(plasma hemodglobin =50 mag/dL) HemolysisStatus, #
(select one} w If yes, whatis the (select one)
ThromHemolysis, # status of the
hemaolysis?
ThromOtherStatus, #

Did any other thrombotic event occur on this study day?

(select one) «

ThromOtherOccur, #

YesNo
1=Yes
0=No

If yes, what was the
thrombotic event?

ThromOtherEvent, $

If yes, what is the (select one) «
status of the other
thrombotic event?
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ECMODaily (4 of 8)

ECMO Related Daily Data v1.0:

Thrombo.(0/24) B | — Selectto Jump — E| PudID # Occurrence # ItemGroupRepeatKey #

! 'I.. = _.-

ThromEv...{0/15) Thrombo...(0/36)

| Title: Daily Thrombotic Events (con't)

Did circuit components require change-out due to clotting on this study day?

| ThromClotHappenOne, # k - YesNo
1=Yes
If yes, which drcuit components had dots? 0=No
Owygenator: (select ong) « Bridge: (select one) v| ThromClotBridgeOne, # |
ThromClotOxygenOne, # | —,
Bladder: (select one) - Indine hemofilter:  (select one) 'l ThromClotHemofilterOne, # |
| ThromClotBladderOne, # IE?’:?
CWVH drouit: | (select ong) - Pump head: (select ong) - | ThromClotPumpOne, # I 0=No
| ThromClotCVVHONe, #
Circuit tubing:  (select one) Venous cannula: | (select one) v| ThromClotVenousCanOne, # I
| ThromClotTubeOne, #
Arterial cannula: | (select one) Clotting of other drcuit  (select one) | ThromClotOthCircuitOne, # |
|
| ThromClotArterialCanOne, # l— component:
If yes, was the entire crcuit replaced?
| CheEntireCiruitOne. #  |iect one)
If no, specify which drcuit companents were changed-out?
Oxygenatolr: (select ong) Bridoge:  (select one) vl CircuitChgBridgeOne, # |
| CircuitChgOxvgenOne, # |
Bladder: (select one) « Inine hemofilter: - (selectone) = | CircuitChgHemofilterOne. # |
| CircuitChgBladderOne, # : YesNo
1=Y
CWWH dircuit:  (select one) Pump head: (select one) vl CircuitChgPumpOne, # | 0=NZS
| CircuitChgCVVHOne, # :
Circuit tubing:  (select one) Venous cannula: | (select one) - | CircuitChgVenousCanOne, # !
| CircuitChgTubeOne, # I
Arterial cannula:  (select one) - Clotting of other drcuit  (select ong) - | CircuitChgOthCircuitOne, # I
| CircuitChgArterialCanOne, # '7 component:
YesNo BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily (5 of 10)

| NonThromChgArterialCanOne, # component:

4( CircuitChgCompOne, #

Were there any complications during circuit component change-out?

|'|E.‘j'.I -

If yes, specify: | CircuitChgCompSpecifvOne, #

. PudID # Occurrence # ItemGroupRepeatKey #
ECMO Related Daily Data v1.0: prepeatrey
Did any of the circuit components require change-out for a non-thrombotic event on this study day?
(zelect one) - | CircuitChgNonThrombOne, # I
If yes, was the entire drcuit replaced?
izelect ong) - | NonThromChgEntireCiruitOne, # I
If no, specify which drouit components were changed-out?
Oxygenator:  (select ong) Bridge:  (select one) NonThromChgBridgeOne, # l YesNo
| NonThromChgOxvgenOne, # 1=Yes
Bladder: (selectone) « In-ine hemofilter:  (select one) NonThromChgHemofilterOne, # i 0=No
| NonThromChgBladderOne, # |
CWVH drouit: | (select ong) Pump head: (select one) NonThromChgPumpOne, # !
| NonThromChgCVVHOne, #
Circuit tubing:  (select ong) Venous cannula: | (select one) NonThromChgVenousCanOne, # Ii
| NonThromChgTubeOne, # |
Arterial cannula:  (zelect ong) - Clotting of other drouit = (select one) NonThromChgOthCircuitOne, #

Comp

YesNo
1=Yes
0=No

1=Cardiac arrest

2=Hypoxemia requiring hand ventilation or increasing ventilator settings
3=Increase in vasoactive agents or bolus vasoactive administration
4=Thrombosis requiring further intervention

5=Bleeding requiring transfusion

-
If seleted "thrombosis requiring further intervention,’ provide drcuit component details on the
next tab

BATE Annotated eCRF_v1.0_16Feb2016
Page 38 of 72



BATE Annotated eCRF
ECMODaily (6 of 8)

ECMO Related Dain Data v1.0: PudID # Occurrence # ItemGroupRepeatKey #

Thrombo._.(0/24) Thrombo_(0/24) || otherec_(0/15) | » | —Sekcttoump— [

Title: Thrombotic Events (complete only if needed)

Instructions: If the question "Were there any complications during circuit component chanage-out? was answered 'thrombaosis requiring further intervention,’ provide the dreuit companet change-out
details on this tab.

Did circuit components require change-out due to clotting on this study day?

—I ThromClotHappenTwo, # gl -
If yes, which drcuit components had dots?
I:I_‘,('y'genatﬂr: (S-EIECt une} - Eridge: (Selec‘t une} - | ThromC|0tBridEeTWO, # I
—| ThromClotOxvgenTwo, #
Bladder: (selectone) Indine hemofilter:  (zelect one) - | ThromClotHemofilterTwo, # Ii
| ThromClotBladderTwo, # | YesNo
CVVH drouit:  (zelect one) Pump head: (select one) w | ThromClotPumpTwo, # I 1=Yes
| ThromClotCVVHTwo, # 0=No
Circuit tubing:  (select ong) Venous cannula:  (select ong) - | ThromClotVenousCanTwo, # |7
| ThromClotTubeTwo, # |
Arterial cannula: | (select one) - Clotting of other dreuit | (select one) - | ThromClotOthCircuitTwo, # |—
—| ThromClotArterialCanTwo, # | component:
If yes, was the entire drouit replaced?

(select one) «
| ChgEntireCiruitTwo, # |

YesNo
1=Yes
0=No

BATE Annotated eCRF_v1.0_16Feb2016
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ECMO Related Daily Data v1.0:

—
—
—

BATE Annotated eCRF

ECMODaily (7 of 8)

If no, spedfy which drouit components were changed-out?

Oxyagenator:

(zelect one)

CircuitChgOxvgenTwo, #

Bladder:

(zelect one)

CircuitChgBladderTwo, #

CVVH drouit: | (select ong)
CircuitChgCVVHTwo, #
Circuit tubing:  (select one)

[ CircuitChaTubeTwo, #

|

Arterial cannula:

(zelect one)

-

-

-

-

CircuitChgArterialCanTwo, #

Bridge:

Indine hemofilter:

Pump head:

Venous cannula;

(zelect one)
(zelect one)
(select one)
(zelect one)

Clotting of other drouit | (select one)
component:

Were there any complications during circuit component change-out?

—| CircuitChgCompTwo, # lﬂ'i

-

If yes, specify: | CircuitChgCompSpecifvTwo, #

YesNo
1=Yes
0=No

PudID #

Occurrence #

ItemGroupRepeatKey #

CircuitChgBridgeTwo, #

CircuitChgHemofilterTwo, #

CircuitChgPumpTwo, #

YesNo
1=Yes

CircuitChgVenousCanTwo, #

0=No

CircuitChgOthCircuitTwo, #

Comp

1=Cardiac arrest
2=Hypoxemia requiring hand ventilation or increasing ventilator settings
3=Increase in vasoactive agents or bolus vasoactive administration
4=Thrombosis requiring further intervention
5=Bleeding requiring transfusion

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily (8 of 8)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Related Daily Data v1.0:
Thrombo...(0/24) Thrombo...(0/24) OtherEC...(0/15) | * | — Select to Jump — El

| Title: Additional Daily ECMO Related Data
Plasma Free Hemoglobin

Date: | orimay 4 E D-MMM-Y Y Time: PFHTime, $ HMM

PFHDAY, # | © ) (HHMM)
SvO2Site
Flasma Free | PlasmaFreeHgb, # |l:m9fd|-]' 1=Patient (O] Mot done NotDone
Hemaglohin (PFH): 2=Circuit | PlasmaFreeHgbND, # |7 95=Not done
Central Venous Saturation (Sw02)
[
Date: | SVOZDAY, # | (DD-MMM-YYYY) Tme: | Sv02Time, ST | (HHMM)
sv02 [ svo2, # (%) Site: (sefect one) [C] Mot done
SvO2Site, # SvO2ND, #
Flow Rate
. . N FRUnit
Flow Rate: | FlowRate, # | Flow Rate Unit:  (select ong) .
1=mL/min
FlowRateUnit, # l— 2=L/min

Tubing |
Was the drouit tubing (not induding the bridge) damped off for more than one hour on this study day?

—| ClampedTube, #

Other Treatments

kune} -

Did the patient require CVYVH on this study day?

—| RequireCVVH, # | -

Did the patient require plasmaphoresis on this study day?

| -
Did the patient reguire inine hemofiltration on this study day?

I ReauireHemofiltration, # | -

| RequirePlasma, #

YesNo
1=Yes
0=No

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v2 (1 of 8)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Related Daily Data v2.0:
Infecti.{0/6) | | BloodLo.(0/17) ThromEv..(0/15) | ™ | — SelecttoJump— Lv]
| Title: Daily Infection Information
sudydate: | sTUDYDAY. # ) DMMMYYY) YesNo
0=No

Was the patient separated from ECMO on this study day?

RemovedFromECMO, #

Was a new culture- or PCR-proven infection diagnosed on this study

day?

g} « If yes, provide information on the cannulation characteristics form

Newlnfect, #

- If yes, provide details below

©000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000.0.0.00.00.00.00.404808 400y

E Specimen collection date Specimen collection time I ECMODaily_Infect i
: (DD-MMM-YYYY) (HHMM) Uploadreport 4 - - ]
§ = - : _ : :
{1 NEWINFECTDAY, # | NewinfectTime, 3 Value not provided ick to upload file ] [ X ]

BATE Annotated eCRF_v1.0_16Feb2016
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ECMO Related Daily

Infecti...(0/6)

BloodLo...(0/13)

BATE Annotated eCRF

ECMODaily_v2 (2 of 8)

Data v2.0:

ThromEv...(0/15)

PudID #

Occurrence #

ItemGroupRepeatKey #

»>

— Select to Jump — El

| Title: Daily Blood Loss Hx

On this study day, what is the:

Total blood loss from
lab sampling?

LabSampleloss, #

{mL)

Total chest tube

ChestTubeOutput, #

{mL)

output?

LabSampleLossND, #

NotTab
98=Not tabulated

[T not tabulated

] Mo chest tube

ChestTubeOutputND, #

On this study day, did blood loss from any of the following confribute to a need for transfusion?

Lab sampling?

Sanguineous chest
tube output?

Surgical site bleeding?

Cannula site bleeding?

Gastrointestinal
bleeding?

Pulmonary
hemorrhage?

Intracranial bleeding?

Genitourinary
bleeding?

(select one) -

LabSampleSiteLoss, #

(select one) -

ChestTubeSiteLoss, #

(select one) -

SurgicalSiteLoss, #

(select one) -

CannulaSiteloss, #

NoCT
1=No chest tube

YesNo
1=Yes

(select one) -

GastrolntestBleed, #

0=No

(select one) -

PulmBleed, #

(select one) -

TransintracranBleed, #

(select one) -

GUBleed, #

0n this study day, was there new or increased intracranial bleeding?

(select one) -

NewlntracranBleed, #

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v2 (3 of 8)

PudID # Occurrence # ItemGroupRepeatKey #
ECMO Related Daily Data v2.0:
BloodLo{0/13) ThromEv_(0/15) | | Thrombo_(0/35) | » | — Selectto Jump — =
| Title: DailyThrombotic Events
Did any of the following thrombotic events occur or persist on this study day?
Intracranial infarction: IntralnfarctStatus, #
(select one) If yes, whatis the (select one) -
Thromintralnfarct, # ) .ste..tus cuf.the
intracranial infarction?
Limb ischemia: IschemiaStatus, #
(zelect one) If yes, whatis the (zelectong) -
Thromlschemia, # status ':'_f the I"_T'b
ischemia?
Pulmonary embolus: EmbolusStatus, #
(zelect ong) If yes, whatis the (selectong) -
status of the
ThromEmbolus, # pulmonary embolus? NBSW
1=New
Intracardiac dot: IntracardiacStatus, # 2=Better
3=Same
(select one) If yes, whatis the (select one) w 4=Worse
status of the
Thromintracardiac, # intracardiac dot?
Aortopulmonary shunt dot: AortopulmStatus, #
(select one) If yes, whatis the (select one) -
status of the
ThromAortopulm, # aortopulmonary shunt
dot?
Hemaolysis
(plasma hemodglobin =50 mg/dL) HemolysisStatus, #
(zelect one) If yes, whatis the (zelectone) -
ThromHemolysis, # status of Ef-'E
hemalysis?
ThromOtherStatus, #

Did any other thrombotic event occur on this study day?

(select one)

ThromOtherOccur, #

YesNo
1=Yes
0=No

If yes, what was the
thrombaotic event?

ThromOtherEvent, $

If yes, what is the (select ong)
status of the other
thrombaotic event?

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v2 (4 of 8)

ECMO Related Daily Data v2.0:

— Select to Jump — [=] PudID # Occurrence # ItemGroupRepeatKey #

ThromEv...(0/15) Thrombo..(0/38) | Thrombao..[0/24) »

| Title: Daily Thrombotic Events (con't)

Did circuit components require change-out due to clotting on this study day?

| ThromClotHappenOne, # k - YesNo
1=Yes
If yes, which drcuit components had dots? 0=No
Owygenator: (select ong) « Bridge: (select one) v| ThromClotBridgeOne, # |
ThromClotOxygenOne, # | J
Bladder: (select one) - Indine hemofilter:  (select one) 'l ThromClotHemofilterOne, # |
| ThromClotBladderOne, # IE?’:?
CWVH drouit: | (select ong) - Pump head: (select ong) - | ThromClotPumpOne, # I 0=No
| ThromClotCVVHONe, #
Circuit tubing:  (select one) Venous cannula: | (select one) v| ThromClotVenousCanOne, # I
| ThromClotTubeOne, #
Arterial cannula: | (select one) Clotting of other drcuit  (select one) | ThromClotOthCircuitOne, # |
|
| ThromClotArterialCanOne, # l— component:
If yes, was the entire crcuit replaced?
| CheEntireCiruitOne. #  |iect one)
If no, specify which drcuit companents were changed-out?
Oxygenatolr: (select ong) Bridoge:  (select one) vl CircuitChgBridgeOne, # |
| CircuitChgOxvygenOne, # |
Bladder: (selectone) - Inine hemofilter: - (selectone) = | CircuitChgHemofilterOne. # |
| CircuitChgBladderOne, # : YesNo
1=Y
CWWH dircuit:  (select one) Pump head: (select one) vl CircuitChgPumpOne, # | 0=NZS
| CircuitChgCVVHOne, # :
Circuit tubing:  (select one) Venous cannula: | (select one) - | CircuitChgVenousCanOne, # !
| CircuitChgTubeOne, # I
Arterial cannula:  (select one) - Clotting of other drcuit  (select ong) - | CircuitChgOthCircuitOne, # I
| CircuitChgArterialCanOne, # '7 compaonent:
YesNo BATE Annotated eCRF_v1.0_16Feb2016
1=Yes Page 45 of 72

0=No




ECMO Related Daily Data v2.0:

BATE Annotated eCRF

ECMODaily_v2 (5 of 8)

PudID #

Occurrence #

ItemGroupRepeatKey #

Did any of the circuit components require change-out for a non-thrombotic event on this study day?

(zelect one)

If yes, was the entire drouit replaced?

| CircuitChgNonThrombOne, #

(zelect one)

| NonThromChgEntireCiruitOne, #

If no, specify which dreouit components were changed-out?

Oxygenator:  (select ong) -
| NonThromChgOxvgenOne, #

Bladder: (select ong) «
| NonThromChgBladderOne, # |

CWVH drcuit: | (select one)
| NonThromCheCVVHOne, # |
Circuit tubing:  (select ong)
| NonThromChgTubeOne, # |
Arterial cannula: | (zelect ong) -

Bridge:

In-ine hemofilter:

Pump head:

Venous cannula:

Clatting of other drcuit

| NonThromChgArterialCanOne, #

component:

(zelect one)

(select one)

(zelect one)

(select one)

(zelect one)

Were there any complications during circuit component change-out?

_[ CircuitChgCompOne, #

|'|E.‘j'.l -

NonThromChgBridgeOne, # |

NonThromChgHemofilterOne, # |

YesNo
1=Yes
0=No

NonThromChgPumpOne, # I

NonThromChgVenousCanOne, #

I

NonThromChgOthCircuitOne, #

I

If yes, spedfy: | CircuitChgCompSpecifvOne, #
YesNo
1=Yes Comp
0=No 1=Cardiac arrest
2=Hypoxemia requiring hand ventilation or increasing ventilator settings
3=Increase in vasoactive agents or bolus vasoactive administration

4=Thrombosis requiring further intervention
5=Bleeding requiring transfusion

-

If seleted "thrombosis requiring further intervention,’ provide dreouit component details on the

next tab

BATE Annotated eCRF_v1.0_16Feb2016
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ECMO Related Daily Data v2.0:

Thrombo...(0/24)

Thrombo...(0/24)

BATE Annotated eCRF

ECMODaily_v2 (6 of 8)

PudID #

OtherEC...(0/15) >

Occurrence #

ItemGroupRepeatKey #

— Select to Jump — El

Title: Thrombotic Events (complete only if needed)

Instructions; If the question "Were there any complications during dircuit component change-out? was answered 'thrombuosis requiring further intervention,' provide the drcuit componet change-out
details on this tab.

Did circuit components require change-out due to clotting on this study day?

I

ThromClotHappenTwo, # e}

If yes, which drcuit components had dots?

Oxygenator: | (select one)

—

ThromClotOxvgenTwo, #

Bladder: (select one)

ThromClotBladderTwo, #

CWVH drouit: | (select one)

ThromClotCVVHTwo, # |

Circuit tubing: | (select one)

ThromClotTubeTwo, # |

Arterial cannula: | (select one)

ThromClotArterialCanTwo, # |

If yes, was the entire drouit replaced?

(zelect one)

-

| ChgEntireCiruitTwo, #

YesNo
1=Yes
0=No

Bridge: (select one)

Indine hemofilter:  (select one)
Pump head: (select one)
Venous cannula:  (select one)

Clotting of other drouit  (select one)
companent:

| ThromClotBridgeTwo, #

| ThromClotHemofilterTwo, #

—

| ThromClotPumpTwo, #

YesNo
1=Yes

0=No

| ThromClotVenousCanTwo, #

|7

| ThromClotOthCircuitTwo, #

r_______________

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v2 (7 of 8)

—
—
—

ECMO Related Daily Data v2.0: PudID # Occurrence # ItemGroupRepeatKey #
If no, spedfy which drouit components were changed-out?
Oxygenator: (selectong) - Bridge: (selectone) « | CircuitChgBridgeTwo, # }
CircuitChgOxvgenTwo, # |
Bladder:  (=elect one) « Indine hemofilter: | (select one) - | CircuitChgHemofilterTwo, # }
CircuitChgBladderTwo, # YesNo
CVVH dircuit:  (zelect one) - Pump head:  (select ong) - | CircuitChgPumpTwo, # i 1=Yes
CircuitChgCVVHTwo, # 0=No
Circuit tubing: | (select ong) - Venous cannula:  (zelect one) « | CircuitChgVenousCanTwo, # I
—4 CircuitChgTubeTwo, #
Arterial cannula: | (zelect one) - Clotting of other dircuit | (zelect one} - | CircuitChgOthCircuitTwo, # I

|

CircuitChgArterialCanTwo, # component:

Were there any complications during circuit component change-out?

—| CircuitChgCompTwo, # le'; -

If yes, specify: | CircuitChgCompSpecifvTwo, # -

YesNo
1=Yes
0=No

Comp

1=Cardiac arrest

2=Hypoxemia requiring hand ventilation or increasing ventilator settings
3=Increase in vasoactive agents or bolus vasoactive administration
4=Thrombosis requiring further intervention

5=Bleeding requiring transfusion

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v2 (8 of 8)

. PudID # Occurrence # ItemGroupRepeatKey #
ECMO Related Daily Data v2.0:
Thrombo...(0/24) Thrombo...(0/24) OtherEC...(0/15) | * | — Select to Jump — El
| Title: Additional Daily ECMO Related Data
Plasma Free Hemoglobin
Date: FPT:HIS A; '#_“_: (CD-MMM-YYYY) Time: (HHMM)
Lo 2
SvO2Site
Plasma Free | PlasmaFreeHgb, # |l:m9fd|-]' 1=Patient (O] Mot done NotDone
Hemoglobin (PFH): 2=Circuit

Central Venous Saturation (Sw02)
[ I

| PlasmaFreeHgbND, # |7 95=Not done

Date: | SVO2DAY, # . [E) oMMy

Sv02: Sv02, # (%)

Flow Rate

Flow Rate: | FlowRate, # |

Tubing

Time:

Site:  (zeject ong) -

Flow Rate Unit:

SvO2Site, #

(selectone) -

| SvO

2Time, $ | M)

FlowRateUnit, #

l_

Was the drouit tubing (not induding the bridge) damped off for more than one hour on this study day?

| ClampedTube, # kune} -

Other Treatments
Did the patient require CVYVH on this study day?

| RequireCVVH, # | -

Did the patient require plasmaphoresis on this study day?

| RequirePlasma, # | -

Did the patient reguire inine hemofiltration on this study day?

| ReauireHemofiltration, # | -

YesNo
1=Yes
0=No

[ mot done

SvO2ND, #

FRUnit
1=mL/min
2=L/min

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v3 (1 of 8)

ECMO Related Daily Data v3.0:

PudID # Occurrence # ItemGroupRepeatKey #
Infecti.(0/8) | | BloodLo.(0/17) ThromEv..(0/15) | ™ | — SelecttoJump— Lv]
Title: Daily Infection Information
SR g _
study date:  © sTUDYDAY, # | ([DD-MMM-YYYY) YesNo
. — 1=Yes
Was the patient separated from ECMO aon this study day? 0=No

RemovedFromECMO, #

Was a new culture- or PCR-proven infection diagnosed on this study day?

g} + If yes, provide information on the cannulation characteristics form

Newlnfect, #

- If yes, provide details below

Specimen collection date Specimen collection time
(DD-MMM-YYYY) (HHMM)

©000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000.0.0.00.00.00.00°4080,8 400y

Upload report

: ECMODaily_Infect

. NEWINFECTDAY, # ; [Li)] | NewinfectTime, 3 . Value not provided

-k to upload file ] [ X ]

e00000000000000 e

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v3 (2 of 8)

ECMO Related Daily Data v3.0: PudID # Occurrence # ItemGroupRepeatKey #

Infecti...(0/5) BloodLo_(0/13) || Thromev_(0/15) | » | —Selectiodump— ||

| Title: Daily Blood Loss Hx

On this study day, what is the:

LabSampleLossND, #

NotTab
98=Not tabulated

Total blood loss from LabSampleLoss, # {mL} [C] not tabulated
lab sampling?
Tatal chest tuhe | ChestTubeOutput, # (mL) |:| Mo chest tube
output? ChestTubeOutputND, #

On this study day, did blood loss from any of the following confribute to a need for transfusion?

Lab sampling? (=zelect one} - LabSampleSiteLoss, #

Sanguineous chest (zelectone) - | ChestTubeSiteloss, #
tube output?

SurgicalSiteLoss, #

Surgical site bleeding?  (select ong) -

NoCT
1=No chest tube

. YesNo
Cannula site bleeding? (select one) - | CannulaSiteloss, # 1=Yes

0=No

Gastrointestinal [selectone) - | GastrolntestBleed, #

bleeding?

Pulmonary (select ong) - PulmBleed, #
hemorrhage?

Intracranial bleeding?  (select ong) - TransIntracranBleed, #

Genitourinary (select one) » | GUBleed, #
bleeding?

0n this study day, was there new or increased intracranial bleeding?

(select one) - NewlntracranBleed, #

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v3 (3 of 8)

ECMO Related Da'ly Data v3.0: PudID # Occurrence # ItemGroupRepeatKey #
BloodLo...(0/13) ThromEv..(0/21) || Thrombo..(0/35) | = | — Selectio Jump — £
| Title: DailyThrombotic Events
Did any of the following events occur or persist on this study day?
Intracranial infarction:
Intrainfarct, # }El If yes, answer the following questions:
- - | . —
Thrombatic? | (select one) [] Whatis the status of | ™) | arctThromsStatus, #
the thrombaotic
IntralnfarctThromType, # intracranial infarction?
Mon-thrombotic? | (select one) El Whatis the status of || |ntralnfarctNonThromsStatus, # |
the non-thrombaotic
IntralnfarctNonThromType, # intracranial infarction?
Limb ischemia:
Ischemia, # If yves, answer the following questions:
Thrombotic? | (select one) El Whatis the status of | (zelect one) El
- the thrombotic limb -
4| IschemiaThromType, # | ischemia? IschemiaThromStatus, #
Mon-thrombotic? | (zelect one) E| Whatis the status of | (zelect one) E|
IschemiaNonThromType, # the n':.'n_ﬂ.-'mmba_tc IschemiaNonThromStatus, #
limb ischemia?
Pulmonary embolus:
(zelect one) [ If yes, what is the | (zelect one) El
ThromEmbolus, # status of the NBSW
pulmonary embolus? | EmbolusStatus, # 1=New
Intracardiac dot: 2=Better
3=Same
(select one) [+ ] If yes, what is the | (select one) [+] 4=Worse
Thromlntracardiac, # ) stab.l.s of the IntracardiacStatus, #
intracardiac dot?
Aortopulmonary shunt dot:
(select one) El If yes, what is the | (zelect one) El
status of the
ThromAortopulm, # aortopulmonary shunt | AortopulmStatus, #
dot?
Hemalysis
(plasma hemoglobin =50 mag/dL)
(select one) El If yes, what is the | (select one) El
status of the

ThromHemolysis, # HemolysisStatus, #

hemaolysis?

Did any other thrombotic event occur on this study day?

— If yes, what was the
ThromOtherOccur, # e = | ThromOtherEvent, #
YesNo
1=Yes
0=No

If yes, whatis the | (select onf
status of the other
thrombaotic event?

ThromOtherStatus, #

;

BATE Annotated eCRF_v1.0_16Feb2016
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BATE Annotated eCRF

ECMODaily_v3 (4 of 8)

ECMO Related Daily Data v3.0:
TieomEv{ofis] Thrombo...{0/36) | | Thrombo...(0/24) g | — Selectto Jump — E| PudID # Occurrence # ItemGroupRepeatKey #

'I. ﬂ_.-

| Title: Daily Thrombotic Events (con't)

Did circuit components require change-out due to clotting on this study day?

ThromClotHappenOne, #
bl YesNo
1=Yes
If yes, which drcuit components had dots? 0=No
Owygenator: | (select one) - Bridge: (select one) v| ThromClotBridgeOne, # |
ThromClotOxygenOne, # | —,
Bladder: (select one) - Indine hemofilter:  (select one) 'l ThromClotHemofilterOne, # |
| ThromClotBladderOne, # ’7 IE?’:?
CWVH drouit: | (select ong) - Pump head: (select ong) - | ThromClotPumpOne, # I 0=No
| ThromClotCVVHONe, #
Circuit tubing:  (select one) Venous cannula: | (select one) v| ThromClotVenousCanOne, # I
| ThromClotTubeOne, #
Arterial cannula: | (select one) Clotting of other drcuit  (select one) | ThromClotOthCircuitOne, # |
I
| ThromClotArterialCanOne, # l— component:
If yes, was the entire crcuit replaced?
| CheEntireCiruitOne. #  |iect one)
If no, specify which drcuit companents were changed-out?
Oxygenatolr: (select ong) Bridoge:  (select one) vl CircuitChgBridgeOne, # |
| CircuitChgOxvygenOne, # |
Bladder: (select one) « Inine hemofilter: - (selectone) = | CircuitChgHemofilterOne. # |
| CircuitChgBladderOne, # : YesNo
1=Y
CWWH dircuit:  (select one) Pump head: (select one) vl CircuitChgPumpOne, # | 0=NZS
| CircuitChgCVVHOne, # :
Circuit tubing:  (select one) Venous cannula: | (select one) - | CircuitChgVenousCanOne, # !
| CircuitChgTubeOne, # I
Arterial cannula: | (select ong) Clotting of other drcuit  (select one) | CircuitChgOthCircuitOne, # I
| CircuitChgArterialCanOne, # '7 compaonent:
YesNo BATE Annotated eCRF_v1.0_16Feb2016
1=Yes
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ECMO Related Daily Data v3.0:

BATE Annotated eCRF

ECMODaily_v3 (5 of 18

PudID #

Occurrence #

ItemGroupRepeatKey #

Did any of the circuit components require change-out for a non-thrombotic event on this study day?

(zelect one)

If yes, was the entire drouit replaced?

(zelect one)

| CircuitChgNonThrombOne, #

| NonThromChgEntireCiruitOne, #

If no, specify which dreouit components were changed-out?

Oxygenator:  (zelect one)
| NonThromChgOxvgenOne, #

Bladder: (select one)
| NonThromChgBladderOne, # |

CWVH drcuit: | (select one)
| NonThromCheCVVHOne, # |

Circuit tubing:  (select one)
| NonThromChgTubeOne, # |

Arterial cannula: | (zelect ong) -

Bridge:

In-ine hemofilter:

Pump head:

Venous cannula:

Clatting of other drcuit

| NonThromChgArterialCanOne, #

component:

(zelect one)

(select one)

(zelect one)

(select one)

(zelect one)

Were there any complications during circuit component change-out?

_[ CircuitChgCompOne, #

|'|E.‘j'.l -

| CircuitChgCompSpecifvOne, #

NonThromChgBridgeOne, # |

NonThromChgHemofilterOne, #

NonThromChgPumpOne, # I

NonThromChgVenousCanOne, #

NonThromChgOthCircuitOne, #

I

If yes, specify:
YesNo
1=Yes Comp
0=No 1=Cardiac arrest

2=Hypoxemia requiring hand ventilation or increasing ventilator settings
3=Increase in vasoactive agents or bolus vasoactive administration
4=Thrombosis requiring further intervention
5=Bleeding requiring transfusion

-

YesNo
1=Yes
0=No

If seleted "thrombosis requiring further intervention,’ provide dreouit component details on the

next tab
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ECMODaily_v3 (6 of 8)

ECMO Related Daily Data v3.0: PudID # Occurrence # ItemGroupRepeatKey #

Thrombo...(0/24) Thrombo.{0/24) | Otherec._(0/15) | » | —=electio Jump — E

Title: Thrombotic Events (complete only if needed)

Instructions; If the question "Were there any complications during dircuit component change-out? was answered 'thrombuosis requiring further intervention,' provide the drcuit componet change-out
details on this tab.

Did circuit components require change-out due to clotting on this study day?

ThromClotHappenTwo. # gl -

If yes, which drcuit components had dots?

Owygenator:  (zelect one) Bridge: (selectone) - | ThromClotBridgeTwo, # I
—| ThromClotOxvgenTwo, # |
Eladder: (selectone) « Indine hemofilter:  (select one) « | ThromClotHemofilterTwo, # Ii
| ThromClotBladderTwo, # | YesNo
CVWVH drcuit: (select ong) Pump head: (select ong) | ThromClotPumpTwo, # I 1=Yes
[ ThromClotCVVHTwo, # 0=No
Circuit tubing:  (select ong) Venous cannula:  (zelect one) - | ThromClotVenousCanTwo, # |7
| ThromClotTubeTwo, # |
Arterial cannula:  (select one) - Clotting of other drouit  (select one) - | ThromClotOthCircuitTwo, # '—
| ThromClotArterialCanTwo, # | component:

If yes, was the entire crcuit replaced?

(select one) -

ChgEntireCiruitTwo, #

YesNo
1=Yes
0=No

BATE Annotated eCRF_v1.0_16Feb2016
Page 55 of 72



ECMO Related Daily Data v3.0:

BATE Annotated eCRF

ECMODaily v3 (7 of 8)

If no, spedfy which drouit components were changed-out?

Oxygenator:  (select one)

CircuitChgOxvgenTwo, #

Bladder: (=elect one)

CircuitChgBladderTwo, #

CVVH dreuit:  (select one)

—
—
—

CircuitChgCVVHTwo, #

Circuit tubing:  (select one)

—{ CircuitChgTubeTwo, #

e

Were there any complications during circuit component change-out?

Arterial cannula: | (select ong)

-

-

-

-

CircuitChgArterialCanTwo, #

—| CircuitChgCompTwo, # lﬂ'i

-

Indine hemofilter: | (zelect one)

PudID # Occurrence # ItemGroupRepeatKey #
Bridoe: (selectong) - | CircuitChgBridgeTwo, # I
- | CircuitChgHemofilterTwo, # }
YesNo
Pump head: (select one) | CircuitChgPumpTwo, # i 1=Yes
0=No

Venous cannula:  (select one)

Clotting of other drouit | (select one)

component:

If yes, spedfy: | CircuitChgCompSpecifvTwo, #

YesNo
1=Yes
0=No

CircuitChgVenousCanTwo, # I

CircuitChgOthCircuitTwo, # |

Comp

1=Cardiac arrest
2=Hypoxemia requiring hand ventilation or increasing ventilator settings
3=Increase in vasoactive agents or bolus vasoactive administration
4=Thrombosis requiring further intervention

5=Bleeding requiring transfusion
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ECMODaily_v3 (8 of 8)

PudID #

ECMO Related Daily Data v3.0:

Occurrence #

ItemGroupRepeatKey #

Thrombo...(0/24) Thrombo...(0/24)

OtherEC...[0f15) *

— Select to Jump —

[~]

| Title: Additional Daily ECMO Related Data

Plasma Free Hemoglobin

Date: | PEHDAY. # (DD-MMM-YYrY) Time: PFHTime, $ (HHMM)
Lo L
SvO2Site
Plasma Free | PlasmaFreeHgb, # ||:mg,|"|:|L]| 1=Patient [C] ot done NotDone
Hemoglobin (PFH): 2=Circuit | PlasmaFreeHgbND, #  [——————— 95=Not done
Central Venous Saturation (Sv02)
Date: . SVOZDAY, # | (DD-MMM-YYYY) Tms: | SvO2Time,$ |  (HHMM)
Swid2: SvO2, # (%) Siter | (sejectong) - [T not done
SvO2Site, # SVO2ND, #
Flow Rate
. . . FRUnit
Flow Rate: | FlowRate, # | Flow Rate Unit: (select one} 1emL/min
FlowRateUnit, # |— 2=L/min
Tubing |
Was the drouit tubing (not induding the bridge) damped off for more than one hour on this study day?

| ClampedTube, # kune} -

Other Treatments
Did the patient reguire CYVH on this study day?

| -

Did the patient require plasmaphoresis on this study day?

[ ~

Did the patient require indine hemofiltration on this study day?

| ReauireCVVH, #

| RequirePlasma, #

| ReauireHemofiltration, #

B

YesNo
1=Yes
0=No
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HeparinTotal (1 of 1)

ECMO Total Heparin Dose per Day:

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

PudID #

Occurrence #

ItemGroupRepeatKey #

Title: Total Heparin Dose Per Day

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions on how to record these data elements.

What was the patient's total heparin dose on this study day?

TotalHeparinDose, #

(units)

(DD-MMM-YY'YY)
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Vent (1 of 1)

ECMO Ventilator Settings: PudID # Occurrence # ItemGroupRepeatKey #

Vent (0/15)| » | — Select to Jump — El

Title: Ventilator Settings

Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.

Was the patient receiving respiratory support on this study day?

YesNo —| VentSupportYN, # - Ifyes, provide details below
1=Yes
o-te Date: | \ENTDAY, # | (DD-MMM-YYYY) Time: (HHMM)
L.
Ventilator Mode: | VentMode, # | - Other (specify):| VentModeOther, $ |
Ventilator Rate: | VentilatorRate, # | (bpm)
Tidal Volume Exhaled: (mL)
| VTExhaled, # | VentMode
1=Pressure control
Set Tidal Volume: (mL) 2=PRVC
3=HFOV
PIP: (cmH20) 4=Volume control
5=Non-invasive ventilation
Pressure Support: (cmH20) 6=Pressure support and CPAP
90=0ther
Mean Airway [ MAP, # {cH20)
Pressure:
e T R
FiC2: | Fi02, # | X

*MUST be a dedmal®

HFOV Frequency: | HFOVFrequency, # |

HFOV Amplitude: | HFOVAmplitude, # |
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CBC (1 0of1)

ECMO Complete Blood Count w/o diff:

|T{nfs}| » | —Selecttosump—  [=]|

PudID #

Occurrence #

ItemGroupRepeatKey #

Title: Complete Blood Count without differential

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions on how to record these data elements.

|
Date; CBCNODIFFDAY, #

) (DD-MMM-TYYY)
Hemoglobin Hematocrit Platelets WBC
(g/dL) (%) (10~3/pL) (10~3/pL)
| CBCNoDiffTime.$ | | HebMass, # | HCTPct, # | | Platelet, # | WBC. # | B
I cBC_CBC

twom Joooccsosccccsccce
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BATE Annotated eCRF

ABG (1 of 1)

PudID # Occurrence # ItemGroupRepeatKey #

ECMO Arterial Blood Gases:

ABG (0/10)| * | — Select to Jump — El

Title: Arterial Blood Gases

Instructions: Refer to the worksheets and manual of operations (MOQ) for instructions on how to record these data elements.

pste:j ARGDAY # | () oo

. Ti H o2 02 HCO3 Sab2 Fio2 _ ) ) i ) E
E (HI-IIT'I:I} (#?##} (:mHg} (nl'::mg} {mmol/L) (%) - E,t.::lcimﬂ Tonized Calcium Tonized Calcium Unit E
: ABGTime, $ pHArtBId, # PaO2ArtBId, # HCO3, # | Sa02, # CalonArtBId, # sectone) = (X E
E [ ADD ] PCO2ArtBId, # | ABGFiO2, # CalonArtBIdUnit, #

A I :
! ABG_ABG | s
R it : :
E lon E
: 1=mg/dL .
s 2=mmol/L .
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Chemistries (1 of 2)

ECMO Chemistries: PudID # Occurrence #

ItemGroupRepeatKey #

BMP (0/9) || Chem (oj17) | = | — Selectto Jump— B3

Title: Basic Metabolic Panel

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions on how to record these data elements.

Date: © BMPDAY. # ' (=) CoMMM-yY YY)

Time: Sodium: Potassium: Chloride: HCO3:
(HHMM) (mmol/L) (mmol/L) (mmol/L) (mmol/L)

00000000000000000000 v v vvevvevrveve0ootootoo000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000

BMPTime, $ I Sodium, # | Potassium, # Chloride, # Bicarbonate, #

0000000000000 00000

BUMN: Creatinine: Glucose: 1
(mg/dL) (mg/dL) {(mg/dL) :
BUNmg, # Creatinine, # Glucose, # (X )
! Chemistries_Chem E

©000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000

Note: Although the case report form reflects HCO3 as being collected, the lab value being provided in this data field

represents total CO2.
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Chemistries (2 of 2)

PudID # Occurrence # ItemGroupRepeatKey #

ECMO Chemistries:

BMP (0/9) Chem (0/13) | » | —Selectto Jump — [=]

| Title: Chemistries

Study date: i..E'.'.'E'\."EA.Y_’ .# _.1 (DD-MMM-TY YY)

©000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000

Time Total Bilirubin Alkaline phosphatase (ALP) | Aspartate aminotransferase (AST) | Alanine aminotransferase (ALT) | Lactate dehydrogenase (LDH)
(HHMIMY (mg/dL) (TU/L) (TUfL) (Tu/L) (TUfL)

ChemTimeOne, $
TotalBilirubin, # | ALP, # AST, # ALT, # LDH, #

ee0c0cc0ccccce

4

m : Chemistries_ChemOne
Time Albumin Total Protein Calcium Lactate Lactate Unit

(HHMM) (o/dL) (o/dL}) (mg/dL)

| ChemTimeTwo, $ | | Albumin, # TotalProtein, # | | Calciummg, # (select ong) -

m | LactateUnit, #

0 0000000000000000000000000000000000000000000000"3 s

0000000000000 0000 0000000000000 0 00

-1
(@)
>
o
3
=
4
3.
(1]

R
(@)
>
(1)
3
3
-3
o

Lactate
1=mg/dL
2=mmol/L

©000000000000000000000000 ar
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Coag (1 of 2)

PudID # Occurrence # ItemGroupRepeatKey #

ECMO Coagulation Labs:

| Coag(0/5)|| OtherCo.(0/7) | * | —Selecttodump— [

Title: Coagulation Labs

Time: PT: PTT:
{HHMM) {seconds) (seconds)

| CoagTime, $ PT, # PTT, # | INR, # |

= w0 0000000000000 00000

| Coag_Coag

©0000000000000000000000000000000000000000000000000000000000000000000000000000000000000000b v v v=s v=y o=v o=y o= v= ol
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ECMO Coagulation Labs:

BATE Annotated eCRF

Coag (2 of 2)

| Coag (0/5) | | 'Dfl:herCn_{Um| » | — Select to Jump — E“

PudID #

Occurrence #

ItemGroupRepeatKey #

Title: Other Coagulation Labs

Time
(HHMM)

Fibrinogen

Fibrinogen unit

Activated clotting time
(seconds)

(ACT)

ATIIT Anti Xa
(%) {IU/mL)

OtherCoagTime, $

Fibrinogen, #

(zelect one) «

ACT, #

ATllICoag, # AntiXa, #

FibrinogenUnit, #

fib
1=mg/dL
2=ng/mL

o~ sw 000000000000 000000

ececcecccccccccccccch
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BATE Annotated eCRF

Parameter_v2 (1 of 3)

ECMO Daily Parameter Goals: PudiD# || Occurrence # ItemGroupRepeatKey #
Goals (0/53) * — Select to Jump — El
| Title: Daily Parameter Goals
.................... :
Date: © GOALSDAY, # | (DD-MMM-YYYY)
Were any daily parameter goals changed on this study day during morning rounds?
Mote: Study day 1 must always be answered yes.
YesNo
GoalsChanged, # - 1=Yes
0=No
Hematocrit
Low Hematocrit: HCTGoallow, # (%) High Hematocrit: | HCTGoalHigh, # (%)
HCTNotChg, # [T] Mot changed from previous study day [ mat set | HCTNotDone, # —B
Hemoglobin
Low Hemoglobin: | HgbGoallLow, # (g/jdL) High Hemoglobin:g HgbGoalHigh, # (gfdL)
HgbNotChg, #
gONOT-NE, [ mot changed from previous study day ] Mot set| HgbNotDone, # —
Platelets
Low Platelets: | PlateletGoallow, # (10~3/puL) High Platelets: | PlateletGoalHigh, # (103/uL)
PlateletNotChg, # PlateletNotDone, # H
& [ mot changed from previous study day ] Mot set ateletiiotone
FIT
Low PT: PTGoallow, # (seconds) High PT: | PTGoalHigh, # (seconds)
PTNotChe, # [T] Mot changed from previous study day "] mot set | PTNotDone, #
FTT
Low PTT: LowPTTGoal, # (seconds) High PTT: HighPTTGoal, # (zeconds)
PTTNotChg, # [T] Mot changed from previous study day ["] mot set| PTTNotDone, # L
NotSet
NotChg 99=Not Set
2=Not changed from

previous study day
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Parameter_v2 (2 of 3)

ECMO Daily Parameter Goals:

Fibrinogen

Low Fibrinogen:

Fibrinogen Unit:

FibrinogenGoalLow, #

(selectone)

FibrinogenNotChg, #

Aanti Xa

Low Ant Xa:

[ mot changed from previous study day

LowAntiXaGoal, #

AntiXaNotChg, #

[ mot changed from previous study day

ATllIGoallLow, #

: I LowACTGoal, #

: | PaO2GoalLow, #

ATIII
Low ATIII:
ATIlINotChg, #
ACT
Low ACT
ACTNotChg, #
PaO2
Low Pa02
PaO2NotChg, #
NotChg

2=Not changed from
previous study day

PudID # Occurrence # ItemGroupRepeatKey #
High Fibrinogen:| FibrinogenGoalHigh, #
FibrinogenGoalUnit, #
FibrinogenNotDone, # —
D Mot set
(U fmL) High Anti ¥a: | HighAntiXaGoal, # (T /L)
D Not setl AntiXaNotDone, # | ||
(%) High ATIII: ATIlIGoalHigh, # (%)
[ mot changed from previous study day ] Mot set ATllINotDone, #
(seconds) High ACT: ‘ HighACTGoal, # (s2conds)
[T] Mot changed from previous study day [ mat set| ACTNotDone, #
(mmHag) High Pa02: | PaO2GoalHigh, # {mmHa)
[T] Mot changed from previous study day [ rot set| PaO2NotDone, #
fib NotSet
1=mg/dL 99=Not Set
2=ng/mL
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Parameter_v2 (3 of 3)

ECMO Daily Parameter Goals:

PaCo2

Low PaCO2:

LowPaCO2Goal, #

PaCO2NotChg, #

LowpHGoal, #

[ mot changed from previous study day

[ mot changed from previous study day

LowTempGoal, #

[ mot changed from previous study day

: | SvO2GoalLow, #

PudID # Occurrence # ItemGroupRepeatKey #
(mmHg) High FaC02: | HighPaCO2Goal, # (mmHg)
[ Mat ==t/ PaCO2NotDone, #
(#. %% High pH: HighpHGoal, # X
|:| Mot set pHNotDone, #
(=C) High Temperature: HighTempGoal, # (=C})
[] mot s=t| TempNotDone, #
(%) High SvO2: | SvO2GoalHigh, # (%)

[ not changed from previous study day

Sa02Goallow, #

(%)

pH
Low pH:
pHNotChg, #
Temperature
Low Temperature:
TempNotChg, #
SwD2
Low SvO2
SvO2NotChg, #
S5a02
Low 5a02:
SaO2NotChg, #
NotChg

2=Not changed from
previous study day

[ not changed from previous study day

High 5a02:

D Mot set

SvO2NotDone, #

Sa02GoalHigh, #

(%)

D Mot set

Sa0O2NotDone, #

NotSet
99=Not Set
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Blood (1 of 2)

ECMO Blood Product & Medication Information: | PudiD# || Occurrence # ltemGroupRepeatKey #

Blood (0/14)| | BloodMe(o/10) | > | —Selectiodump— [

| Title: Blood Product Information

[ :
Date: . BLOODDAY, # | () ([CD-MMM-YYYY)

Was whole blood given on this study day?

WholeBloodGiven, #

» If yes, provide detzils

Total non-priming | WholeBloodAmount, # (mL) Total priming amount: | WholeBloodPrime, # {mL)
amount given:

Were packed red blood cells (PREC) given on this study day?

PRBCGiven, # w  If yes, provide details
Total non-priming | PRBCAmount, # (mL) Total priming amount: | PRBCPrime, # (mL}
amount given:

Was fresh frozen plasma (FFFP) given on this study day?

PlasmaGiven, #

» If yes, provide details

Total non-priming PlasmaAmount, # (mL) Total priming amount: PlasmaPrime, # (mL)
amount given:

Were platelets given on this study day?

PlateletsGiven, #

- If yes, provide details

Total amount given: | PlateletsAmount, # (mL}

Was cryopredpitate given on this study day?

CryoGiven, # - If yes, provide details

Total amount given: | CryoAmount, # (mL)

YesNo
1=Yes
0=No
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Blood (2 of 2)

ECMO Blood Product & Medication Information: PudiD# || Occurrence # ltemGroupRepeatKey #

Blood (0/14) BloodMe..[0/10) | * — Select to Jump — El

| Title: ECMO Related Medications

Was heparin held on this study day?
HeparinHeld, #

If yes, for how many | HeparinHeldHours, # (hours)
hours was heparin
held?
. . . . YesNo
Was Antithrombin III {ATIII) given on this study day? 1=Yes

ATIlIGiven, # _ ] _ 0=N
ven - if yes, provide details ©

Total dose: ATllIDose, # )

Was Movoseven given on this study day?

NovoGiven, # » if yes, provide detzils

Total dose: NovoDose, # (ma)

Was Amicar given on this study day?

AmicarGiven, # » if yes, provide details
Total dose: | AmicarDose, # (mg)
Was Amicar given via (zelect ong) - Was an Amicar loading  (select one) «
nfusion? [~ Amicarinfusion, # dose given prior 0 [T el oadDose, #
infusion?
YesNo
1=Yes
0=No
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Organ (1 of 1)

ECMO Organ Systems:

OrganSy..(0jg) | *

PudID #

Occurrence #

ItemGroupRepeatKey #

— Select to Jump — El

Title: Organ System Failure Information

Instructions: Refer to the worksheets and manual of operations (MOO) for instructions an how to record these data elements,

[
Study date: :
L

.................... ;
ORGANFAILDAY, # | [} (DD-MMM-YYYY)

Which of the following organ systems are failed today:

Meurologic:

Cardiovascular:

Renal:

Pulmonary:

Hepatic:

(select one)

(select one)

(select one)

(select one)

(select one)

-

NeuroSystem, #

CardioSystem, #

RenalSystem, #

PulmSystem, #

HepaticSystem, #

YesNo
1=Yes
0=No
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