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Annotations key:

Table name
Data Types (length):
¥ (RF Header Info

Click the flag icon next to an input to enter/view discrepancy notes, Please note that you can onl ST - character String (3999
characters)

[ Bxit ] INT — integer
REAL - real number
DATE — Date DD-MMM-YYYY (8)

Informa_(o/16) || cccojiz) | » [ —Sekcttodump— [ PDATE - Partial Date
| Title: Patient Information FILE - URL to afile (10 MB)

Date of registration:

RegistrDate, DATE [ { ooyl COLUMN NAME, DATA_TYPE

Post IVH secondary to prematurity
Is the etiology of this patient's hydrocephalus post IVH secondary to

prematurity?

Has the patient had any previous ventricular ac RESPONSE_VALU ES = RESPONSE_OPT'ONS_TEXT

(selectane) - BaselineIVH,INT * If No, skip to Patient History
YN
1=Yes Single-select
0=No RESPONSE_LABEL

(select ong)

Table name: Registration PrevRes

Date(s) of previous
reservoirs
DD-MMM-YYYY

ResDate, DATE )

(@ Hispanic or Latino =1 Ethﬁiﬂit‘y’,INT,EmﬂiC .
@ Mot Hispanic or Lating =)

If "Yes™, provide the date(s) of previous reservairs

Radio Buttons
COLUMN NAME, DATA TYPE, RESPONSE_LABEL

(@ Unknown ar Mot reported =92

[ American Indian or Alaska Native =1 Race, INT
Race
[ Asian =2

RESPONSE_OPTIONS_TEXT= RESPONSE_VALUES

Checkbox

[ Black or African American =3

[ Mative Hawaiian or Other Pacific Islander =4
[ white =5

[ unknown or Mot Reported =92

PEACE Anno
Version

COLUMN NAME, DATA_TYPE, RESPONSE_LABEL
RESPONSE_OPTIONS_TEXT= RESPONSE_VALUES

tated eCRF Version 1
Date: 18Jun2020



Notes

The population for the public use dataset is the 17 consented subjects.

e The datasets are primarily based on raw datasets (i.e., as captured in study database with minimal
modifications). Selected derived data elements are also included.

o A masked identifier, PUDID, is present in all datasets to facilitate merging. For datasets with
multiple records per subject, PUDID and ItemGroupRepeatKey uniquely identify records.

e Open text fields and other variables have been reviewed for sensitive or identifying information
and modified as needed.

e All date variables are recoded to be number of days since consent date.

PEACE Annotated eCRF Version 1
Version Date: 18Jun2020



Table name: PKDemog

Demog (0/5)

‘ Title: Demographics

Date of birth: I

| value not

Ethnicity: Ethnicity, INT

Ethnic
O Hispanic or Latino —{

provided

O Not Hispanic or Latino =2

O Unknown or Not Reported =92

* (DD-MMM-YYYY) sex: Sex,INT

MFr
O Male =1
O Female =2

Race: RacePUD,INT

(select all that apply) RacePUD

D American Indian or Alaska Native =3

D Asian — 3

[ Black or African American =2

[C] Native Hawaiian or Other Pacific Islander =3

[0 White =1
Unknown or Not Reported —
O 3

Length / Height: | | Height,REAL (cm) Multiple races selected = 3
Variable Format Type Label Algorithm / Notes
AgeYears M/A REAL Age in years {Consentdate —

Birth date}f?-ﬁﬁ. 24
rounded to one decimal
place

*
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Table name: Diagnoses

Diagnos...(0/5)

‘ Title: Diagnoses

Primary Diagnosis: [ (selectone) | PrimaryDx,INT

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=Cong§nital 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-septicg)
32=Stroke / cerebral ischemia / cerebral infarction
33=Suicide attempt
34=Transplant

35=Trauma

90=0ther

Does the subject have any chronic diagnoses?

Chl’OI’liCDXYN,INT If yes, provide diagnoses below. YN
1=Yes

Table name: Diagnoses_ChronicDx 0=No

(select one)

Chronic Diagnoses Other (specify)

ChronicDx,INT

Other (specify): |

] value not provided



javascript:leftnavExpand('CRF_infobox_closed'); leftnavExpand('CRF_infobox_open');

I (select one)

ChronDx

1=Asthma

2=Cancer

3=Cardiovascular disease - acquired
4=Cardiovascular disease - arrhythmia
g=CardiovascuIar disease - congenital
7=
8=

Chronic renal failure

Chronic lung disease (BPD, CF)

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=0ther

] ChronicDxOther,ST |E®




Table name: PKSample

160985029 | 2n0prse

Anibiodc Information For 15 Pk Samplng ariod

1cof [ PK1ANTIBIOTICADMINDAY,INT 5] (oomevvyy

o [ — PK1AntibioticAdminTime, ST (+1

[Se— DAY,INT 3 (00 o v

s it ] PK1Dose REAL ()
P —
I PRIOXYGENATORSTARTDAY,INTEZ) o)

PKiInitialDoselnterval,INT

9 wet; [ PKIDosingWeight REAL
Table name: PKSample_One.

m——e Timepant [Exmea) o) oY)

PKITimepoint,INT)

PK1SampleNumber,INT <P
2

]
top samy
D o somple

4 hour
=Not applicable

[l

(Wt thre shou e il of 10

= PK1Complete,INT
W

— Jete,INT o PKINot
A::\:w‘;; ot Notc
amnus) o uerdian() wihdrew concent for futher PK samping
roduct transfusion for hemorrhage.
D R o b Dxhange
Subject ECHO run terminated prir 0 g PK sampling period
Entre ECMO circuit changed-ou

[ PKiDoselntervalChange,INT
¥

it s ne oo [y PKIChangedTolnterval,INT
T

i, value not provided

Blood Product Transtusions Fo 15 K Sampling Period

[ PR1Blo0dTransfusion INT 11 o e i
b

Table name: PKSample_BloodOne

stusion T Trantusion
‘Staned Stated Blood roduct Type Adminitered
(o0 YY) Com) £

PRiBodPote T
o

s e s A

3: h !mzen plasma (FFP)

[ PXiBlo0dAmOUNt REAL 3

S ettate

Cnn)

v
3 I PRIGOALDAY,INT (53 oy P GolTime, ST [y PRIACTUALDAY,INT ] [y PiActusTime ST 1
our

Sample Drawn

Draw
Arterial ca
VEnous Catheter (not st of antbitic acministraton)
35ECHO0 arcut (no ie of antibiotic adminsization)
er

= <
Ey PiSemplesteOther ST ] I —



javascript:leftnavExpand('CRF_infobox_closed'); leftnavExpand('CRF_infobox_open');
file:///dccweb1/ACRFDATAFiles/PEACE/ViewSectionDataEntry?crfVersionId=1080&sectionId=3122&ecId=0&tabId=1&eventDefinitionCRFId=0&exitTo=
file:///dccweb1/ACRFDATAFiles/PEACE/ViewSectionDataEntry?crfVersionId=1080&sectionId=3122&ecId=0&tabId=1&eventDefinitionCRFId=0&exitTo=
file:///dccweb1/ACRFDATAFiles/PEACE/ViewSectionDataEntry?crfVersionId=1080&sectionId=3124&ecId=0&tabId=3&eventDefinitionCRFId=0&exitTo=
file:///dccweb1/ACRFDATAFiles/PEACE/ViewSectionDataEntry?crfVersionId=1080&sectionId=3124&ecId=0&tabId=3&eventDefinitionCRFId=0&exitTo=
javascript:TabsForward()

Table name: PKSample

PEACE Antibiotic and PK Sampling v3

o 1pwe. anasa. o9 - |
Tt 2nd K Sampling period
Antbioic nformaton For 2d PK Sampiing Period

[ PROANTIBIOTICADMINDAY, INT () oy o I PK2ANtbioticAdminTime, ST (#1)

o [y PROANTIBIOTICSTOPDAYINTIT] GO i) o oo [y PR2AMHBOSCSIOpTiT ST 040
Tt s | ] PK2Dose REAL (79

204 Pk Samping period
o st ) [ PK2OXYGENATORSTARTDAY,INTE] (20 114177

[ PK2InitialDoselnterval, INT

oo s Y PK2DOSINgWeight REAL
‘Table name: PKSample_Two

P onLoate coaLTime AcruaL e AcruaLTime Sample D Other sample Tl Temperature
mevias Timepaint oo MMMTTY) o (oMM e ‘rom Dram Site cotecad
« 0 oy « 0 ey =iy
[ PK2Timepoint, INT|

I PrsampleNumber,INT <P ose

= PK2SampleSite, INT|

e PGOALDAY,INT ) ey PK2GooiTime,ST [y PHOACTUALDAY,INT ] [y PKACoITime ST |- Al catheter [y PRSampleSiteOther, ST [y PK2TotalVolume,REAL |Emmmmmy PK2Temperature, REAL
Jenots catheter (not site of anibotic administration)

CHO Gicult (no st of antibtic adminsiraton)
ther

=Rt applcable
7 ]

et e g e

I PK2Complete, INT
W

et NT e oty T PK2NotCompletether, ST
S

—
aren!&s) or uarman(s) withdrew consent for further PK samgl\ng
et i et e Py
o
R Ty CETE, oo
s oy
e S cn
e s

°5

9.
o dsin ol shsn e i X s s

B PK2DoselntervalChange, INT
W

Wt s oy =PKZChangeﬂToImewal INT

[lekperk]

’ "Qﬂlf value ot provided

i it hve 8 o prohc o g the 2 K sapingpr?

INT s
=No
Table name: PKSample_BloodTwo
Stated ‘Started Biood roductType Admiistered
(@o-ve) oy

) PK2BloodProduct,INT|

-wdmcd cells. Fguac) | PK2BloodAmount,REAL |8
3=Fresh frozen piasma

i
ryoprecipitate
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Table name: PKSample

PEACE Antibiotic and PK Sampling v3
[ == ]
CompAnt...0/7)|| 15PKS..(0/20 2naPKS2.(029) | > [ —

Comprehensive Cefepime Administration
Tab\e name: PKSample_Antibiotic

Date of Time of Total Administered — 1f evaluated,
Administration Administration Dose B il was dose used 1f not used for PK sampling, why? Other reason not used
(DD-MMM-YYYY) (HHMM) (mg) HlL for PK Sampling?

1 WhyNotUsedForPKs, INT'

- Parengs) o guardian(s) withdrew consent for PX sampling
0 run terminated prior to beglnnlng PK sampling

~ Slbject o longer receiving cefepime

- Subject needed massive blood product for [=—————1 WhyNotUsedForPKsOther,ST g3

5 - Subject removed from continous renal replacement therapy

Subjectrecelving therapeutic plasma exchan
- Entire ECMO circuit changed-ou
- Oxygenator chinged-outn Mo it

Subject ded
90=10 - Other (specify)

|_| UsedForPKs, INT'

INT

[——————JANTIBIOTICADMINDAY,INTC) | == AntibioticAdminTime, ST/ [ TotalDose,REAL YN, i Yes Fist Pk samplmg
2=Yes, 2nd PK s; mping
0=No, ot used for PK Sampling

°g
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Table name: PKSample

16PKS8..(029) || InaPHS Bl |

o [ PK1ANTIBIOTICADMINDAY,INT (3 (0311111 e o pom— PK1AntibioticAdINTime, ST (47

ose ol [y PK1 ANTIBIOTICSTOPDAY,INT E1 (00171 Time onp
] ———— L

o st s, pmmmmm— P OXYGENATORSTARTDAY,INTES] (0311177

[ P1ANtibiOticStopTime, ST (+14

Wt th il dosing et for th s X sampin !

B PKiInitialDoselnterval,INT

o v I PK1DosingWeight REAL

‘Table name: PKsample_One

. - GonLoate coaLTime AcruaL Time Sample o Other sample
v Timepent (@0 iy (@YY oy From Drawshe

)
=== P Timepoint,INT

n
INT 63| PKIACTUALDAY,INT ]| [y P ActualTime, ST 1 Jume REAL

ic

11

PKiTotal
o otheter (nt st o antbctc administraion)
10 circuit (not st of anibotic acminsiraton)

1§=Stop sample
12=Stop trough sample

S6-Aot sppicabie
[

e s s v s

[ Pr1Complete, INT
W

ST Nocom
aren!(s) o guardian() withdrew consent for further PK samping

needed massv Hoad procuc anssonfor hemorthage
on continuous renal replacement therap)

lete, INT PKINOIC

Jm Feceiing therspeutc plosma “Bxchange
ubject's ECMO run terminated prior to finishing PK samvhng period
nire ECHO craut changec-ou
changed-aut i ECHO drcuit
e miarvas Chan
ubject ied
50=0ther

Was e dsin ol shtan e i X sapin s

=3 PKiDoselntervalChange,INT
W

os
N
oo
o
s
lery & pours
N ry 12 hours

ey 16 hours
very 24 hours

7 value not provided
B e —

INT s
N
1=Yes
=No.
‘Table name: PKSample_BloodOne

Blood Product Type Administered

(o ver) oy )

= PK1BloodProduct INT

mmd cells. r&mc) [ PK1BloodAmount,REAL |8
vcsh fmzcn plasma (i

oespiate

T e P

PKIT

o

REAL|gEm|
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Table name: PKSample

e

comptat andpsa.(029)| - [ —
Antbioi nformationFor 2 Pk samping Period
 [omm— POANTIBIOTICADMINDAY,INT £ (141119

e Conoete: [ mm— PK2ANtibiOtCStOpTime, ST (1)

I PRANTIBIOTICSTOPDAY,INT ] o
ot it oy PK2Do5e REAL ()

204 7K sampiing period
st 1 [y PKZOXYGENATORSTARTDRY,INTE (01451170

i

Whotisthe vl dosin e for the 26 K sl ocd?

=== PK2InitialDoselnterval, INT
OrdFreq
Very 6 hours
Very 8 hours
very 12 hours
very 18 hours
very 24 hours

e . [ PHZDoSingWeight REAL

Table name: PKSample_Two,

o Timepeint ey )
PKZTimepoint,INT

PK2SampleNumber, INT < precs

o [ PK2ANtIDIOtICAAMINTIe, ST (141

AcTuAL Time Sapie Drawn Other sample

) rom Dram Site Cid

(@0 mrTY) =5

Temperaure

12

I
PKACTUALDAY,INT (] [y PRoAcuaTime, ST rlena\ catheter

o e
—
5 Foua sample

4 our
|98=fot appiicable
[}

(e hr o e it o 0 i

ous catheter (not site of antibiotic administration)
8{1‘0 circult (not site of antbiotic administration)
er

= PK2Complete,INT
W,
1=Yes
0=No
lete,INT PK2NotCompleteOther, ST
e
arenl(s) o guprdian() withdrew consent for further PK samping
b1k e ks Hood poict otk o besontoge
ject pla replacemn
uu,m Fecening therapeutwc Diasma bxcra
Ublects ECHO fun teminad pric o finshing PK sampling period
e ECMO circut chan
pygensor changec-utn £MO circuit
oshg intena cho
S
=== PK2DoselntervalChange,INT
W,
es
o
vt v v s [ PR2ChangedTolnterval INT
T o
very 6 hours
very 8 hours
very 12 hours
very 18 hours
very 24 hours
g b value not provided
INT 1
o
Table nome: PKSample_BloodTwo
Staries Started Bl product ype Adninitered
o ) [
PK2BloodProduct,INT
BlaT)
15Wiole
=3 PK2BloodAmount, REAL |63

bloax
ANTES PRETransStaTime,ST|2~facked red bood el (PR0)
3=Fresh frozen plasma (FFP)

Pstee
5=Cryoprecipitate
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Table name: PKSample
PEACE Antibiotic and PK Sampling v2

Compant..o77)| | 1stpksa.029) || znapisao) | >~ [ —

13

[Tt Compreensie Cefepime Administraton
[Table name: PKSample_Antibiotic
o
Acinitration Admiiaaton
(DD-MMM-YYYY)

Total Administered
Dose

(mg)

[ EvaluateForPKs,INT = UsedForPKs INT(2
[E———————] ANTIBIOTICADMINDAY,INT [} ] AntibioticAdminTime, ST [ TotalDose,REAL ‘{N

Yes
0=No

Evaluated for
PK Sampling?

If evaluated,

for PK Sampling?

RePist e sampling

‘es, 2nd PK sam

lo, not used for

BK Sampiing

If not used for PK sampling, why?

[ ] WhyNotUsedForPKs,INT:
NotUsed
11~ Parent(s) or quardian(s) withdrew consent for PK sampling
2 - Subj run terminated prior to beginning PK sampling
3~ SUbject no fonger receivin cefepime

Other reason not used

2 - Subject needed massive blood for
5 - Subject placed on continuous renal e hoament ey
§ - Subject fecelving therapeutic plasma exchange
7 - Entire ECMO circuit changed-o
8- Oxygenator chinged-out in ECHO circuit
- Subject die
0~ Other (specify)

———— WhyNotl

PKSOther,ST| &3
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Table name: PKECMO

ECMO (0/20)

14

‘ Title: ECMO Information

ECMO Initiation

Dateof ECMO [ ]ECMOSTARTDAY,INT (DD-MMM-YYYY) Time of ECMO [ ] ECMOStartTime,ST (HHMM)

Initiation: Initiation:
(start of flow)

Mode of ECMO

ModeECMO,INT Other (specify): |:| ModeECMOOther,ST
Mode

I
s55
e

-VA

VVDL
=VWDL + V
90=0ther

33

ONOUTAWN -

Pump
Is the pump type centrifugal?

Selectone trifugePump,INT Pump ID: ™ CentrifugePumpID,INT
CentrifugePump (rom EL5O renst) CentrifugePump
1=Yes
0=No

Is the pump type roller head?

RollerPump,INT Pump ID: [ RollerPumpID,INT
YN

(from ELSO registry)
1=Yes
0=No

Oxygenator

Is the oxygenator coated?

OxygenCoating,INT
YN

1=Yes
0=No

Type: OxygenCoatingType,INT Other (specify): ] OxygenCoatingTypeOther,ST
Coat
1=Bioline
2=Carmeda
3=Safeline
90=0ther

Is the oxygenator a silicone lung?

YN SiIiCOneLUng,INT Size of oxygenator: : OxygenatorsizelREAL (m2)
1=Yes
0=No


javascript:leftnavExpand('CRF_infobox_closed'); leftnavExpand('CRF_infobox_open');

15

Is the oxygenator hollow fiber?

HollowFiber,INT Vendor: HollowFiberVendor,INT Other (specify): [ HollowFiberVendorOther,ST
YN HFiber

1=Yes 1=Infinity

0=No 2=Lilliput

=Medos

=Medtronic
=Medtronic minimax
=Quadrox
=Quadrox-D
=Quadrox-iD
=Terumo

90=0ther

ooNOUIhW

Tubing

Is the circuit tubing coated?

TubingCoating,INT Type: TubingCoatingType,INT Other (specify): [ ] TubingCoatingTypeOther,ST
YN Coat
1=Yes 1=Bioline
0=No 2=Carmeda
3=Safeline
90=0ther

Circuit Priming

Total priming volume: ™ CjrcuitPrimeVolume,REAL (ML)

(both non-blood &
blood products)



Table name: PKECMO

ECMO (0/19)

16

‘ Title: ECMO Information

ECMO Initiation

Date of ECMO [~ ]ECMOSTARTDAY,INT [} (00-M-1vvv) Time of ECMO ] ECMOStartTime,ST (1)

Initiation: Initiation:
(start of flow)

Mode of ECMO

ModeECMO,INT Other (spedify): ] ModeECMOOther,ST
Mode

=VA

=VA+V

W

<
S

ONOUTHAWN -
%II I
o
—

=VVDL + V
90=0ther

Pump
Is the pump type centrifugal?

selectone ifugePump,INT Pump ID: ifugePumpID,INT
CentrifugePump (fom ELSO et CentrifugePump
1=Yes
0=No

Is the pump type roller head?

RollerPump,INT Pump ID: ™ RollerPumpID,INT
YN

(from ELSO registry)
1=Yes

0=No
Oxygenator
Is the oxygenator coated?

OxygenCoating,INT
YN

1=Yes
0=No

Type: OxygenCoatingType, INT Other (specify): [ OxygenCoatingTypeOther,ST
Coat
1=Bioline
2=Carmeda
3=Safeline
90=0ther

Is the oxygenator a silicone lung?

SiliconeLung,INT Size of oxygenator: ] OxygenatorSize,REAL (m2)
YN

1=Yes
0=No


javascript:leftnavExpand('CRF_infobox_closed'); leftnavExpand('CRF_infobox_open');
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Is the oxygenator hollow fiber?

HollowFiber,INT Vendor: HollowFiberVendor,INT Other (specify): [ ] HollowFiberVendorOther,ST
YN HFiber

1=Yes 1=Infinity

0=No 2=Lilliput

=Medos

=Medtronic
=Medtronic minimax
=Quadrox
=Quadrox-D
=Quadrox-iD
=Terumo

90=0ther

wooNOUThW

Tubing

Is the circuit tubing coated?

TubingCoating,INT Type: TubingCoatingType, INT Other (specify): [ TubingCoatingTypeOther,ST
YN Coat
1=Yes 1=Bioline
0=No 2=Carmeda
3=Safeline

90=0ther



Table name: PKECMO

ECMO (0/20)

‘ Title: ECMO Information

ECMO Initiation

Date of ECMO [ 1ECMOSTARTDAY,INT (DD-MMM-YYYY) Time of ECMO ] ECMOStartTime, ST (HHMM)

Initiation: Initiation:
(start of flow)

Mode of ECMO

ModeECMO,INT Other (specify): ] ModeECMOOther,ST
Mode

Il
S35
e

<
2

ONOUTLhWN -

=VVDL +V

O
T
o
o
=y
[0]

=

Pump
Is the pump type centrifugal?

seectone CentrifugePump,INT pump ID: ™ CentrifugePumpID,INT
entrifugePump (rom £LS0 rom) entrifugePump

1=Yes
0=No

Is the pump type roller head?

RollerPump,INT Pump ID: ] RollerPumpID,INT
YN

(from ELSO registry)

1=Yes
0=No
Oxygenator
Date subject started ] OXYGENATORSTARTDAY, INT (L} (DD-MMM-YYYY)
on current

oxygenator:

Is the oxygenator coated?

OxygenCoating,INT
YN

1=Yes
0=No

Type: OxygenCoatingType, INT Other (specify): [ OxygenCoatingTypeOther,ST
Coat
1=Bioline
2=Carmeda
3=Safeline
90=0ther

Is the oxygenator a silicone lung?
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javascript:leftnavExpand('CRF_infobox_closed'); leftnavExpand('CRF_infobox_open');

SiliconeLung,INT
YN

1=Yes
0=No

Is the oxygenator hollow fiber?

HollowFiber,INT
YN

1=Yes
0=No

Tubing
Is the circuit tubing coated?

TubingCoating,INT
YN

1=Yes
0=No

19

Size of oxygenator: : OxygenatorSize,REAL (m2)

Vendor: HollowFiberVendor,INT
HFiber
1=Infinity
2=Lilliput
3=Medos
4=Medtronic
5=Medtronic minimax
6=Quadrox
7=Quadrox-D
8=Quadrox-iD
9=Terumo
90=0ther

Type: TubingCoatingType, INT
Coat
1=Bioline
2=Carmeda
3=Safeline
90=0ther

Other (specify): [ ] HollowFiberVendorOther,ST

Other (specify): [ TubingCoatingTypeOther,ST



20

PEACE Renal Replacement Therapy v1

= Table name: PKRRT_RRTLog

RRT (0/6) |

Title: Renal Replacement Therapy
Instructions: For renal replacement therapy, record the initial type, all start and stop dates, and any changes to the type of RRT from the time consent was obtained through the end of the calendar day on which the last PK sample from the 2nd sampling period is drawn.

Start Date Start Time Stop Date Stop Time
(DD-MMM-YYYY) (HHMM) (DD-MMM-YYYY) (HHMM) Type of RRT Other Type of RRT
RRTType, INT
RRT
[ JRRTSTARTDAY,INT )| RRTStartTime,ST|[____JRRTSTOPDAY,INT [ 1RRTStopTime,ST %Z%HD [ 1RRTTypeSpecify,ST|E@
3=CVVHDF
4=UF LSCUF)
90=0ther
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PEACE Fluid Balance v1

FluidBa...(0/5) ‘
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Title: Fluid Balance

Instructions: Record all I's & O's beginning the calendar day prior to the 1st PK sampling period through the end of the calendar day on which the last PK sample from the 2nd sampling period is drawn.
Only one total per day will be documented. Under "Total Urinary Output,” document the portion of total output that is urine for that day.

Total Daily Intake
Table name: PKFluid_Intake

Date Total Intake
(DD-MMM-YYYY) (mL)

| ] INTAKEDAY,INT | ] TotalIntake, REAL [ X |
[ Add |

Total Daily Output

Table name: PKFluid_Output

Date Total Output Total Urinary Output
(DD-MMM-YYYY) (mL) (mL)

| ] OUTPUTDAY,INT | ] TotalOutput,REAL | ] UrinaryOutput,REAL
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PEACE Renal and Hepatic Function Labs v1

= Table name: PKLabs_Labs

Labs (0/7) |
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Title: Renal and Hepatic Function Labs

Instructions: Record all labs drawn as standard of care beginning the calendar day prior to the 1st PK sampling period through the end of the calendar day on which the last PK sample from the 2nd sampling period is drawn.

Date Time BUN Creatinine Total Bilirubin ALT AST
(DD-MMM-YYYY) (HHMM) (mg/dL) (mg/dL) (mg/dL) (Tu/L) (1u/L)
] PKLABSDAY,INT B——— PKLabsTime,ST| [ BUNmg,REAL ] Creatinine,REAL ] TotalBilirubin,REAL [ ] ALT,REAL ] AST,REAL | ER
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PEACE Concomitant Medications v1

ConMeds (0/5) |

Table name: PKConMeds_ConMeds
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Title: Concomitant Medications

Calendar Day Prior to 1st PK: 0000-2359 the day prior to the 1st PK sampling period pre-dose sample.
Day of AND During 1st PK sampling period: Begins at 0000 on the day of the 1st PK sampling period pre-dose sample, and ends at the time the last sample of the 1st PK sampling period is drawn.
Calendar Day Prior to 2nd PK: 0000-2359 the day prior to the 2nd PK sampling period pre-dose sample.
Day of AND During 2nd PK sampling period: Begins at 0000 on the day of the 2nd PK sampling period pre-dose sample, and ends at the time the last sample of the 2nd PK sampling period is drawn.

Instructions: Document each medication administered to the subject for all time periods specified in the table below and record a response for all columns. Please note, the PK sampling period could span more than one day.

Name of Medication

Calendar Day
PRIOR
to 1st PK

Day of
AND
During 1st PK
Period

Calendar Day
PRIOR
to 2nd PK

Day of
AND
During 2nd PK
Period

L 1MedName,ST

PK1PriorDay,INT
YN

1=Yes
0=No

PK1SampleDay,INT
YN

1=Yes
0=No

PK2PriorDay,INT
YN

1=Yes
0=No

PK2SampleDay,INT
YN

1=Yes
0=No
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PEACE Shipping Information v1

[ =0 Table name: PKShip_Ship

| Shippin...(0/4) |
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Title: Shipping Log

Enter the total number of samples shipped to CHOP. Enter multiple shipments, if applicable.

Date Shipped

Tracking Number

Number of
PK Samples Shipped

Date Received

[________]SHIPPEDDAY,INT

[____—]value not provided

PKSamplesShipped, INT

NumShi
1=1 P

OONOUTPL,WN
locoNoUnhwnN

[ RECEIVEDDAY,INT
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Table name: PK

Cefepime pharmacokinetic results

25

Variable Type Label Algorithm / Notes

Randomly generated ID number that

PUDID # Subject ID uniquely identifies a subject across
datasets

Period # Period Sampling Period. Takes values 1 or 2.
Sample Number. Takes values 1 through

Sample $ Sample 10. There is also one occurrence of the

P P value “Stop Sample”, indicating early

discontinuation of sampling period.

Cefepime $ Cefepime (ng/mL) <LLOQ .|nd.|cates less than the lower limit
of quantitation




Table name: CEFEPIMEINDICATION

Indication for Cefepime

26

Variable Type Label Algorithm / Notes
Randomly generated ID number that
PUDID # Subject ID uniquely identifies a subject across
datasets
Cefepimelndication | $ Indication for Cefepime
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