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tion via endotracheal tube?
Ypertension (if measured

Part 02:04 ALT SCREENING ARDSNET 03 Day 0
Copy Investigator: Patient ID:

7. Patient Hospital 1D #- NOTE: hospid field removed from database HOSEIZD
8. Gender 1=Male, 2=Female: CENDER

9. Ethnicity 1=White, not of Hispanic Origin,2=Black, not of
Hispanic Origin,3=Hispanic,4=Asian/Pacific Islander,

S=American Indian/aAlaskan Native, 6=Other: ETHNI

10. Age: AL

11. Location l=MICU,2:SICU,3=Card£ac SICU,4=CCU,5=Neuro ICcu, hoapT
6=Burn,7=Trauma,8=Cancer Unit,9=MICU/SICU,10=Other

12, Regularly Screened ICU l=Yes, 2=No: 3oy

Print Count: [ 1]
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NOTE: hospid field removed from database
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Part 03:04 ALI SCREENING ARDSNET 03 Day 0
Copy Investigator: Patient ID:
13. Primary Reason for Exclusion: REASON

0=Not Excluded, 1=MD Refuses, 2=Patient/Family Refuses,

3=Patient Unable/Surrogate Unavailable, 4=Patient < 18 Years,
5=0Other Trial 30 days, 6=Inclusion Criteria > 36 hours,
7=Neuromuscular Disease, B8=Patient Pregnant, 9=Increased ICP,
10=Chronic Lung Disease, 1l1=Burns > 30%, l12=Terminal Illness,
13=Bone/Lung Transplant, l4=Not Committed to Full Support,
17=Chronic Liver Disease, 19=Morbid Obesity, _

20=Treated with Methylxanthines within 24 hours,

21=Theophylline level > or = 10mcg/L, 22=Allergy to Methylxanthines

13b. Comments: : NOTE that variable
CoMMENT 'COMMENT! is not included
in the limited access
dataset, in compliance with
non-identifiability
requirements.

Part 04:04 ALI SCREENING ARDSNET 03 Day: 0

14. Lung Injury Category (0=None, 1=Primary, Z=Secondary)
Trauma: “TREVMA Sepsis:SFES Multiple Transfusion: MUCTRAN
Aspiration:ﬂyﬁg Pneumonia : PHEDM Other:gTHER
Other Description: OTHTYT '

FOLLOWING ITEMS ARE FOR SCREENED PATTIENTS ONLY - NOT FOR PATIENTS
ENROLLED IN ARDSNET 03

15. Date of unassisted breathing if unassisted breathing

sustained for greater than 48 hours UNASSIS
16. Date of Discharge from Study Hospital DIRCH
17. Status at Discharge from Study Hospital 1=Alive, 2=Dead: DGQSTAT

NOTE that some of the data originally entered into 'OTHTXT' (item 14 Other Description) have
been masked, due to the sensitive nature of these data. Please refer to page 2 item 8 of the
Change Descriptions document (01-03_changes.pdf) for further detalil.

Print Count: [ 2 ]
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NOTE that variable 'COMMENT' is not included in the limited access dataset, in compliance with non-identifiability requirements.

amk30
NOTE that some of the data originally entered into 'OTHTXT' (item 14 Other Description) have been masked, due to the sensitive nature of these data.  Please refer to page 2 item 8 of the Change Descriptions document (01-03_changes.pdf) for further detail.
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Part 01:01 INCLUSION CRITERIA ARDSNET 03 Day 0
Copy Investigator: Patient ID:
1=Yes, 2=No: Date of Randomization: MDBIE

Nkl 1. Acute Onset _
TNOLY 2. Within the past 24 hours did patient have ALL of the following?
- PaO2/Fi0O2 less than or equal to 300 mmHg?
- Bilateral infiltrates consistent with pulmonary edema on
frontal chest radiograph?
- Receiving positive pressure ventilation via endotracheal tube?
jjyma 3. No clinical evidence of left atrial hypertension (if measured
pulmonary arterial wedge pressure < or = 18 mmHg)

IF ANSWERS TO 1-3 YES, CONTINUE TO EXCLUSION CRITERIA

TNCLUDE

i

age ID: [ 102 ] Print Count: [ 3 ]
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Part 01:04 EXCLUSION CRITERIA ARDSNET 03 Day 0
Copy Investigator: Patient ID:
l=Yes, 2=No: Date: VDATE,

EXQ14 1. Attending physician unwilling to participate?

gYoLg 2- Patient/Family unwilling to participate?

Ex(e3 3. Patient unable and family unavailable to give consent?

exced 4. Is patient less than 18 years old?

£y 5. Has patient participated in other intervention trials in ALI,
ARDS or Sepsis within the past 30 days?

EYql 6. Has it been > 36 hours since all inclusion criteria were met?

Exqly 7- Does the patient have neuromuscular disease that impairs the
ability to ventilate spontaneocusly?

EXCi¥ 8. Is patient pregnant (HCG required for women of reproductive
potential)?

EE%QQ. Does the patient have elevated ICP, tricyclic antidepressant
overdose, HGBSS, HGBSC, or other conditions where hypercapnia
would be contraindicated?

EY01010.Does patient have severe chronic respiratory disease?

Part 02:04 EXCLUSION CRITERIA ARDSNET 03 Day: 0
Copy Investigator: Patient ID:
l=Yes, 2=No

f@ﬂﬁﬂil- Does patient have burns greater than or equal to 30% total
body surface area?

EY(L341l2 . Does patient have a malignancy or other chronic irreversible
disease or condition for which 6 month mortality is estimated
att greater than 50%? -~

£X01%313. Has the patient had either a bone marrow transplant or lung
fLransplant? '

Exiadl 4. Not committed to full support?

EYCLN1S o - Treated with methylxanthines (e.g. pentoxifylline, theophylline,
aminophylline) within 4 hours?

EXANLLe. If aminophylline or theophylline use within 24 hours, is
theophylline level greater than or equal to 10 mg/L?

Page ID: [ 103 |} EXQLUDE . Print Count: [ 4 1}

e
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17. Does patient have suspected chronic liver disease? l=Yes,2=No: 52143
If No, skip to #18. If Yes, answer Child-Pugh A-E; and if this
answer is greater than or equal to 10, patient is excluded.

A. Ascites 1=None,2=Present,3=Tense:EDQHA
B. Encephalopathy 1=None, 2=Grade I or II,3=Grade III or IV:TMGHB
No Abnormality

Grade I or ITI - trivial lack of awareness; shortened attention span;

lethargy; disorientation in time; clear personality change or
inappropriate behavior
Grade II or IV - very drowsy; semicomatose but responsive to stimuli;
confused; gross disorientation in time or space; bizarre behavior;
coma; unresponsive to painful stimuli with/out abnormal movements

C. Bilirubin (mg/dl) 1=[<2],2=[2-3]1,3=[>3]: Poauc
D. Albumin (g/dl) 1=[>3.5],2=[2.8-3.5]1,3=[<2.8]: PLEHD
E. Prothrombin time (sec. prolonged) 1=[<=4],2=[5~10],3=[>10]: PLOHE

Total: PuaHreT
Part 04:04 EXCLUSION CRITERIA ARDSNET 03 Day 0
Copy Investigator: Patient ID:

EXUNIg18. Allergy to methylxanthines (including coffee, tea, or
chocolate)} ?
EXUA0 19. Is the patient morbidly obese? (weight (kg)/height (cm)>1)"
IF ANY OF THE ABOVE ANSWERS ARE YES PATIENT SHOULD NOT BE ENRCLLED
EXaln) 20. Has informed consent been obtained? :
If patient is eligible for the.study and consent has been obtained,
please call for randomization number.
Exauu521. Is patient randomized? (If Yes, system prompts for number)
22. Patient randomized to (1=6 ml/kg,2=12 ml/kqg): 2 (URLE

23. Date/time of initial ventilator change: EYCLAOZDT EXCLIZTVN

24. Study drug kit number: EXC[NQ&

NOTE: question 20 was split into two parts: _ _ ' '
- 20a. Has informed consent for the study been obtained? (variable name 'excl21’)

- 20b. Has informed consent for genetic testing been obtained? (variable name 'gene’)

Page ID: [ 103 ] ETXCl~UX>ET Print Count: [ 5 |

e
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NOTE: question 20 was split into two parts:
- 20a. Has informed consent for the study been obtained? (variable name 'excl21')
- 20b. Has informed consent for genetic testing been obtained? (variable name 'gene')
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Time of ICU Admission: TOUT™

1. Hospital Admission Date:

2. ICU Admission Date: %;%
3

4.

Patient Admitted Directly From 1=0R, 2=Recovery Room,
3=ER, 4=Floor, S5=Another Special Care Unit,

6=Another Hospital, 7=Direct Admit, 8=Stepdown Unit: ATMERM
l1=Yesg, 2=No:
5. Is patient immediately post-operative from elective surgery?: SORREL

6. ICU Readmit:

. Ce s ICURE
7. ICU Readmit within 24 hours: TAUREL
8a. Is chronic health information available?: CHRNC
8b. Is the patient on chroniec dialysis or peritoneal dialysis?: Drady
9a. AIDS (do not include HIV positive without AIDS criteria): ALDS
9b. Leukemia (AML,CML,all lymphocytic leuk.,multiple myeloma) : HEuY
Part 02:02 APACHE III DEMOGRAPHICS ARDSNET 03 Day 0
Copy Investigator: Patient ID:
l=Yes, 2=No:
9c. Non-Hodgkin's Lymphoma: (mped
9d. Solid tumor with metastasis: ToMBE.
9e. Immune suppression (radiation, chemotherapy or TMMUNE
greater than or equal to 0.3 mg/kg/day prednisone
or equivalent) within the past 6 months:
9f. Hepatic failure with coma or encephalopathy: HEPA
9g. Cirrhosis: CLRE
9h. Diabetes Mellitus: DIAR
age ID: [ 104 | _ngo Print Count: [ 6 ]
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Part 01:02 APACHE III PHYSIOLOGY ARDSNET 03 Day 0
Copy Investigator: Patient ID:
USE VALUES FROM 24HRS PRECEDING INITIAL VENT CHANGES Date:
VITAL SIGNS Lowest Highest Lowest Highest
1. Temperature: “TEMPAL. Temped C TEMPEL. TEMEFH F
2. Systolic BP: SNSRPL. 3\sgey mmHg
3. Mean Arterial Pressure: MEANPEL.  MepNAPH mmHg
4. Heart Rate: HeNTEL HRptEY beats/min
5. Respiratory Rate: RESPL. BESPH breaths/min
ba. Was patient ventilated ’

when the lowest respiratory

rate occured? 1l=Yes,2=No: INERT
6b. Was patient ventilated

when the highest respiratory

rate occured? l=Yes,2=No: WUENT

7. Urine Output/24 hours: PRINE ml
Part 02:02 APACHE III PHYSIOLOGY ARDSNET 03 Day: 0
Copy Investigator: Patient ID:
USE VALUES FROM Z24HRS PRECEDING INITIAL VENT CHANGES
HEMATOLOGY Lowest Highest
*8. Hct: Hetl Hery %
*9. WBC: YR WRoR  /mmn3
*10.Platelets (lowest): PLATE X1000 /mm~3
CHEMISTRY B
*11. Serum Sodium: S UM\ rmg meq/L
*12. Serum Potassium: PoTASI Potpey meq/L
*13. Serum BUN (highest): BuN mg/dl
*14. Serum Creatinine: _ CRENTL. CRERTH mg/dl
*15. Serum Glucose: CLug @l mg/dl
*16. Serum Albumin: ALBOML. ALBUMY 9/d1
*¥17. Serum Bilirubin (highest) : BT mg/dl
*18. Serum Bicarbonate (lowest): RLCAR, meq/L
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Visit Date:
REPORT ALL ABG'S IN THE 24HRS PRECEDING INITIAL VENT CHANGE

Fi0Q2 Pa02z

mmHg

;- Fio21 152575
- ELnds RALZS-
2- EE04s M?}
5. FL0d5 gﬁﬁgs
6. TBro¥ PALYE
;3] ‘%ﬁﬁﬂ Paogn
3. ¥xngq PAOI
10. 20340  Pacpp

PaCo2
mmHg

Paco21.
PRI
@ALoHS
paengd
PALss
Ao 86
fA00IT
PACDIE
PAcosq
PACLHLD

pH

ANTUBATA
INTOBATS
INTUSAT3
ITHTUBAT 4

ZENTURNE
“INTUBRTH

INTUBATT
IHTUEAE
ANTUBATY

INTURATIO

NOTE: in the database, the ‘copnum’ variable represents the rows shown here

Intubated when ABG obtained
l=Yes, 2=No

copy Investigator:
Fi02 PaQ?2 PaCo2
miHg minHg
1l.Erp341  pangil PACH2-11
12.¢rp912 . paoy) Pacos1s-
13 gen13 Prodi3 PRLOLS
ig “Erozi4  epoddd PACOS L4
“Erodls  Phogis PRoosris
16.-E0p216  paogiy hco4s
17. 200247 oMY 47
igwf 80218 : 14g
- ELnd4 PA0g44 PacagA
20-€290  eAnado Qaw*ag
. BaRG
age ID: [ 106 ) —

NTORATIA-
INTUBATLY
JRETUBAT4S
Arugerd4
INTUBATAS
INTUBS4DL
TNTURATAT
INTLBHTAUE

Print Count: [

Intubated when ABG obtained
1=Yes, 2=No

8 ]

NOTE: the original production of the data extract tables combined the above variables into:
fio2, pao2, paco2, ph, and intubate, as you can see in the electronic 'babg' table you have
received. No data were altered as a result of this restructuring.
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NOTE: the original production of the data extract tables combined the above variables into: fio2, pao2, paco2, ph, and intubate, as you can see in the electronic 'babg' table you have received.  No data were altered as a result of this restructuring.

amk30
NOTE: in the database, the 'copnum' variable represents the rows shown here
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1. Date and time of current intubation: ™M
ITEMS 2-5 ARE MOST RECENT IN THE 4 HRS PRECEDING INITIAL VENT CHANGE
AND BEFCORE STUDY DRUG INITIATION
For highest and lowest, use the maximum and minimum values on this
calendar date (may include values in the reference period) .

Lowest Highest Reference
Z. Heart Rate: Yi@prpi. bpm HRATEY bpm HepErbpm
3. Systolic BP 3se Q. mmHg 3MNgrpy mmilg INRPR MmHg
4. Diastolic BP “DLAGPL mMHEg PrageH mmHg DraReR MmHg .
5. Temperature:-’(_‘gmgu_c TERPFL. ' EmpedC  TEmPFY F TEmRC  1eppee F
6. Height HemadTe cm in
7. Gender: cenpee 1=Male, 2=Female
8. IBW: LRL) kg (computed)
9. Weight: Werurg kg wWeraut. bs
Part 02:03 VITAL SIGNS ARDSNET 03 Day: 0
Copy Investigator: Patient ID:

10.Fluid Intake/24 hours: LD ml
11.Urine Output/24 hours: BLLDo ml

LABS: -
12. Het: der 3
13. WBC: WRO /mm” 3
14. Bilirubin: @rir mg/dL
15. AST: Units/L
16. ALT: : g:% Units/L
17. Alkaline Phosphatase: alyal. Units/L ‘
18. Platelets: Phate X 1000 /mm~3
19. Albumin: ALRUM  g/dL
Page ID: [ 107 ] \} \,rPtL ' Print Count: { 1 ]

009
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Part 03:03 VITAL SIGNS ARDSNET 03 Visit:0
Copy Investigator: Patient ID:
LARS (éontinued): __________________________
20. Sodium: XV mEgQ/L

21. Potassium: POTHS mEq/L

22. Glucose: QLOC mg/dL

23. Creatinine: Crepr mg/dL

24. BUN: BunN mg/dL

25. Chloride: CHLOR. mEg/L

26. HCO3: BIDAR mEq/ L

27. HGB: Has g/dL

28. HCG: Hog mIU/ml

Collect blood for cytokines prior to initial vent change.

NOTE that this baseline 'Vital' form was joined
with the on-study 'Vital' form (page 19-20) to
create the electronic 'vital' table that you have
received.

.age ID: [ 107 ] Print Count: [ 10 ]
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NOTE that this baseline 'Vital' form was joined with the on-study 'Vital' form (page 19-20) to create the electronic 'vital' table that you have received.
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MOST RECENT IN 4HR INTERVAL BEFORE INITIAL VENT CHANGE Date:
Initial Vent Change Time:iﬁiﬁ%HTN\
1. Ventilator Manufacturer and MOdel:‘iMUDEL
l=Puritan-Bennett 7200, 2=Servo 9000,
3=Servo 300, 4=Hammilton Veolar/Amadeus,
5=Bird 8400, 6=Bear 1000, 7=0Other
2. Ventilator Mode

2.1 SIMV _ 1=Yes, 2=No BIMY2 -2 Pressure Support l=Yes, 2=No TR0y
2.3 Assist/Control 1=Yes,2=No:&agﬁ.4 Pressure Control 1=Yes,2=No:f@p“
2.5 PC IRV l1=Yes, 2=No: .6 Other 1=Yes, 2=No:pHee  oTHERSP

3. Calculated Delivered Tidal Volume: {ﬂJ&&,ml

4. Pressure Control Level: fapny. cm H20
(If on Pressure Control Ventilation)

5. Pressure Support: P3Pl cm H20

(If on Pressure Support Ventilation)

Part 02:02 VENTILATOR PARAMETERS ARDSNET 03 Day 0
Copy Investigator: Patient ID:
6. Set Rate: SRATE breaths/min.
7. Total Respiratory Rate: TRESPR  breaths/min.
8. Total Minute Ventilation: “TMNVYNT L/min ‘
9. PEEP: PEEP cm H20
10. Plateau Pressure
0.5 second end-inspiratory pause: PMar4 cm H20
11. Peak Inspiratory Pressure: — PERK cm H20
12. I:E Ratio: a.Set I:Efpsy ERapor b.True I:E-qiestp: TERETIH
13. Mean Airway Pressure: MApPges cm H20
14. Fi02: ol
15. pra02: PALS mmHg
16. PaCoZ: ‘ PACOY mmHg
17. Arterial pH: ARTeH
18. Sp02: - SP0% %

Page ID: [ 108 ] Print Count: { 1 ]

NOTE that this baseline "Vent' form was joined with the on-study 'Vent'
form (page 33) to create the electronic 'vent' table that you have received. .
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NOTE that this baseline 'Vent' form was joined with the on-study 'Vent' form (page 33) to create the electronic 'vent' table that you have received.
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Part 01:01 CHEST X-RAY ARDSNET 03 Day:0
Copy Investigator: Patient ID:
Date:
. UsE MOST RECENT CXR PRIOR TO TIME OF ENROLLMENT
1. Radiographic Lung Injury Score (# of quadrants 0-4) Raph1s
2. Barotrauma:
Pneumothoraces 1=Right,2=Left,3=Bilateral,4=None:§gmmi
Subcutaneous emphysema 1=Yes, 2=No: gagy
Pneumomediastinum l=Yes, 2=No: 'g_mgo;

Pneumatoceles > 2 cm diam 1=Right,2=Left,3=Bilateral,4=None:1mkbq

3. Chest Tube 1=Right, 2=Left,3=Bilateral, 4=None: eﬂﬁﬂ;

NOTE that this baseline Chest XRay form was joined with
the on-study Chest XRay form (page 34) to create the
electronic 'oschest' table that you have received.

fage ID: [ 109 | : Print Count: [ 1 ]
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NOTE that this baseline Chest XRay form was joined with the on-study Chest XRay form (page 34) to create the electronic 'oschest' table that you have received.
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INDICATE 1=YES,2=NO IF ANY OF THE FOLLOWING

MEDICATIONS WERE ADMINISTERED WITHIN 24 HOURS
OF INITIAL VENTILATOR CHANGE '

CHARM 1. Chart review suggests infection within 72 hours from enrollment?
-If bacteremia, fill out Bacteremia form
-If septic shock, fill out Septic Shock form
-If specific site of infection identified, fill out infection form
for that site.

SEDAY 2. Sedative/Tranquilizers.
(benzodiazepines,narcotics,barbiturates,propofol)

Blocker3. Neuromuscular Blocking Agents

HﬂtﬁF 4. Antifungal Imidazole (e.g. Fluconazole)

h“‘)ﬂo 5. Amphotericin B

AMIN6A6 - Aminoglycosides
If Yes, list antibiotics for this category:Amimg AMING®
l=Gentamicin, 2=Tobramycin, 3=Amikacin, 4=Other Aminoglycosides
CePH1. 7. Cephalosporins 7
If Yes, list antibiotics for this category:CEMiapsed3
l=Cefazolin, 2=Cefotaxime, 3=Cefotetan, 4=Ceftazidime, 5=Ceftriaxone,
6=Cefuroxime, 7=Cefepime, 8=Other Cephalosporins
Mac4. 8. Macrolides
If Yes, list antibiotics for this category:Mys Mpcs _
l=Azithromycin,2=Clarithromycin, 3=Clindamycin, 4=Erythromycin
PCNL 9. Penicillins
If Yes, list antibiotics for this category: PONL PeN3
l=Ampicillin,2=Ampicillin-Subactam, 3=Aztreonam, 4=Imipenam-
Cilistatin, 5=Nafcillin, 6=Penicillin, 7=Piperacillin,8=Ticarcillin,
9=0Other Penicillins

Print Count: [ 1 1}
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Part 03:03 MEDICATIONS ARDSNET 03 Visit;0

Copy Investigator: Patient ID:

QUMMI0. Quinolones T
If Yes, list antibiotics for this category Qi
l=Ciprofloxacin,2=0Ofloxacin, 3=Other Quinolones Roshs3

NaMdeo 11. Vancomycin '

OANT12. Other Antibiotic

A&sqclB. Antipsychotics (e.g. haloperidol, droperidol)

Nfﬂﬂnl4' Nitric Oxide

PRaNe 15. Prone Positioning

Arisl6. Antivirals

MeTd 17. Methylxanthines (e.g. theophylline, pentoxifylline, or

aminophylline)

Jage ID:

NOTE that this baseline Monitoring and Medications form was
joined with the on-study Monitoring and Medications form (page
35-36) to create the electronic 'mm’ table that you have received.

{110 ] Print Count: [ 2 ]
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NOTE that this baseline Monitoring and Medications form was joined with the on-study Monitoring and Medications form (page 35-36) to create the electronic 'mm' table that you have received.
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09/22/99 WED 20:57 FAX
Part 01:01 12-LEAD ECG ARDSNET 03 Visit: 0
Copy Investigator: Patient ID:

RECORD ECG FROM THE 24 HOUR INTERVAL PRIOR TO THE FIRST STUDY

DRUG INFUSION. IF MORE THAN ONE, USE MOST RECENT.

Heart Rate:
Cardiac Cycle Measurements:
Interpretation:

1=Within normal limits
Z2=Abnormal

age ID:

ECHdpT bpm

P-R Interval: gpnpR sec
ORS Interval: EQARS sec
Q-T Interval: gphT sec

EConT

A,

NOTE that this baseline '/ECG' form was joined with t_he
on-study 'ECG' form (page 37) to create the electronic
‘ecqg’ table that you have received.

[ 111 ]

Print Count: [ 1 }
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NOTE that this baseline 'ECG' form was joined with the on-study 'ECG' form (page 37) to create the electronic 'ecg' table that you have received.
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Part 01:02 FIRST DOSE VITAL SIGNS ARDSNET 03 Visit:0
Copy Investigator: Patient ID:
Date:

Record vital signs just prior to the first study drug dose, at the
conclusion of the first dose, and 30 minutes after completion of the
first dose.

Prior to initial dose: Time:‘xkgézrﬂq

1. Heart Rate: HRatg1bpm

2. Systolic BP: S\sS@pdq. mmHg

3. Diastolic BP: Drpge4. mmHg

4. Temperature: {pueni1 CAEpmegAF

At conclusion of first dose: Time: pASE9T™

1. Heart Rate: HRatES bpm

2. Systolic BP: N3Igpa mmHg

3. Diastolic BP: Dragps mmHg

4. Temperature: TEMPAAC ATEmeRa F

Part 02:02 FIRST DOSE VITAL SIGNS ARDSNET 03 WVisit:0

Copy Investigator: Patient ID:
Thirty minutes after first dose: Time: DHSERTM

1. Heart Rate: HRpTER bPm
2. Systolic BP: Nagp3 mmHg
3. Diastolic BP: THpRP3 mimtg
4.

Temperature: TEMELS CATEMPARF

age ID: [ 112 | \J1ITI\L1:E> Print Count: [ 1 ]
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Part 01:02 DRUG DOSING/SPECIMEN LOG ARDSNET 03 Visit:0
Copy Investigator: Patient ID:
Date: MDQIE

la. Start time of infusion: STARTATM

1b. Dosage: Poac4 mg

2a. Start time of infusion: STRRT 2T

2b. Dosage: _ pOSES Mg

3a. Start time of infusion: START3T™M

3b. Dosage: DOIER g

da. Start time of infusion: SMABRT4TM

4b. Dosage: Dosed mg

Sa. Start time of infusion: SWRTST™

5b. Dosage: DIRES Mg

Part 02:02 DRUG DOSING/SPECIMEN LOG ARDSNET 03 Visit:0
Copy Investigator: Patient ID:

IF A PATIENT DEVELOPS A CREATININE > 2.5 OR BILIRUBIN > 3.0, ADDITIONAL

S

DAILY FOR 3 DAYS AND THEN WEEKLY UNTIL DAY 28 OR HOSPITAL DISCHARGE.

Pag

TUDY DRUG LEVELS WILL BE DRAWN PRE~ AND POST~- STUDY DRUG INFUSION

Specimen collection (Before and immediately after completion of
first study drug infusion.)
Drug Levels: '
6a. Pre-infusion blood draw done? 1=Yes, 2=No :PRgINFDL
6b. If Yes, give time of blood draw:
7a. Post-infusion blood draw done? l=Yes,2=No:pgﬂINﬁi
Ib. If Yes, give time of blood draw: PegT4Tm
7c. Stop time of infusion: STHPAT
Surrogate Markers:
8a. Pre-infusion blood draw done? l1=Yes, 2=No: PREINFS
8b. If Yes, give time of blood draw:
FOR DAY 0 CYTOKINES, SEE SPECIMEN COLLECTION IN ALL MENU

e ID: [ 113 ] fDﬁ)SLH Print Count: |

NOTE that this baseline 'DDSL' form was joined with two other on-study _'DDSL' forms
(pages 38 and 42) to create the electronic 'ddsl’ table that you have received.
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NOTE that this baseline 'DDSL' form was joined with two other on-study 'DDSL' forms (pages 38 and 42) to create the electronic 'ddsl' table that you have received.
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: Date:
1. Is patient on a sedative or neuromuscular blocker? 1=Yes, 2=No:gepaTE
If yes, use best estimate
2. Eye Opening Score 4=Spontaneous, 3=To Veoice, 2=To Pain, 1=None:gNg
3. Motor Response Score MeToR
6=0Obeys Commands, 5=Localizes to Pain, 4=Flexor Withdrawal,
3=Abnormal Flexion, 2=Extension, 1l=Flaccid:

4. Verbal Response Score OR On Ventilator VERBAL
5=0Oriented, S5=Appears Oriented,
4=Confused, ' 3=Quesionably Oriented,
3=Inappropriate, l=Generally Unresponsive
2=Incomprehensible,
1=None Total:THTAL

vage ID: [ 114 ] Print Count: f 1 |}
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Date:
For reference period items, use values between 06:00 to 10:00. If more
than one value, use the value closest to 08:00. If not available in
reference period, use closest to reference period on same calendar day.
For highest and lowest, use the maximum and minimum values on this
calendar date (may include values in the reference period). .

Lowest Highest Reference
1. Heart Rate: HRATELPPm Heamedbpm HRAER bpm
2. Systolic BP: SNSRe) mmHg 3ggey mmig S\egpRmHg .
3. Diastolic BP :prpppy mmHg ProapHy mmHg ' DrpgeR mmHg
2. Temperature: TgmpelC TEMPEL. F TEm@uC MR F TempeRC  TEMPER F
5. Weight: WETBHK k9 WEmRHL 1bs
Part 02:02 ON STUDY VITAI SIGNS ARDSNET 03 Day 1
Copy Investigator: Patient ID:

6. Fluid Intake/24 hours: fyrprml
7. Urine Output/24 hours: aurne nl

LABS:

8. Hct: Hor %

9. WBC: ijKf /mm~™ 3
10. AST: AST Units/L
11. ALT: ALT— Units/L
lz2. Alkaline Phosphatase: ALK@L. Units/L
13. Platelets: PLATF X 1000 /mm”3
14. Bilirubin: ROLL mg/dL
15. Albumin: ALBOM 9/dL
16. Sodium: BTHM mEg/L
17. Potassium: PusaAs mEg/L
18. Glucose: &L, mg/dL

Page ID: [ 201 )] \Jl/rfoa Print Count: [ 1 ]
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19. Creatinine: CREAT mg/dL
20. BUN: BN mg/dL
21. Chloride: CHpR mEgQ/L
22. HCO3: fRIAp nEq/L
23. HGB: Hep  g/dL

Collect blood for cytokines on Days 1 and 3.

NOTE that this on-study 'Vital' form was joined
with the baseline 'Vital' form (page 9-10) to
create the electronic 'vital' table that you have
received.

fage ID: [ 201 ) Print Count: [ 2 ]
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NOTE that this on-study 'Vital' form was joined with the baseline 'Vital' form (page 9-10) to create the electronic 'vital' table that you have received.
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=-.-""‘—_=—__—-—-‘«-—'—“‘——=———_—~——_‘=—.—=_—_.—_""==_—==:.:==—====—==.,,.—:====_—_—_——."“==_—**===_.~—'==_—_==_—_—==..—:.== e —

Part 03:03 STUDY TERMINATION ARDSNET 03 Day:ALL
Copy Investigator: Patient 1ID:
4. Was the patient discharged alive from ICU during the

first 28 days after enrollment? 1=Yes, 2=No: 10y
4a.If Yes, date of discharge: TCOTT
5. Did the patient return to an ICU during the first

28 days? 1=Yes,2=No:BInu

5a.If Yes, number of calendar dates on which the patient
received any ICU-care between the date 4a and day 28: RILUDANS
6. Patient discharged alive from study hospital? 1=Yes, 2=No: fLTVE

6a.If Yes, date of discharge alive from hospital: ALTYEDT
6b.If Yes, status at Study Day 28: 1=Alive, 2=Dead: STRTDIS :
7. Status at Study Day 60: 1=Alive, 2=Dead: STBIDLD

FILL OUT AN AE FORM FOR ALL SERIQUS ADVERSE EVENTS, REHOSPITALIZATIONS
FOR SERIOUS ADVERSE EVENTS, AND ALL UNEXPECTED DEATHS UP TO DAY 60.

Term

——

NOTE that the rest of this form is printed on page 32.

rage ID: { 3017 | Print Count: [ 2 ]
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NOTE that the rest of this form is printed on page 32.
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Part 01:01 ADDITIONAL COMMENTS ARDSNET 03 Day ALL
Copy Investigator: Patient ID: o
Form Name EEMNQW‘F: Da;; —— \IDf ATE
Item Number: -TgMNUM

Day Number: 'D-B:NNUM

Comment :

CoMMENT

CoMmmeNT

NOTE that the data from the 'COMMENT' table have not been included in the limited
access dataset, in compliance with non-identifiability requirements.

Page ID: [ 3018 ] _ Print Cdunt: [ 1 ]
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NOTE that the data from the 'COMMENT' table have not been included in the limited access dataset, in compliance with non-identifiability requirements.
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Part 01:01 EARLY DRUG DISCONTINUATION ARDSNET 03 Visit:ALL
Copy Investigator: Patient ID:
Date:

COMPLETE THIS FORM IF LSF STUDY DRUG WAS DISCONTINUED PRIOR TO THE
COMPLETION OF 48 HOURS UNASSISTED BREATHING OR DAY 20, WHICHEVER
OCCURRED FIRST.

l. Reason(s) for discontinuation:Eﬂﬁgi?ﬁﬂ&m}‘EEH&NS

the limited access dataset, in
Adverse event

Protocol violation comP"a”‘?f‘? Vt\)nlth . t
Other (specify) . CTT"HF‘R—-“'Y/F non-identifia ||ty requirements.

1. Unacceptable toxicity

2. Withdrawal of patient or surrogate consent

3. Unforseen events NOTE that variable

4. MD withdraws patient 'OTHERTXT' is not included in
5. Death

6.

7.

8.

Dbl

rage ID: [ 3016 ] o Print Count: [ 1 ]
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NOTE that variable 'OTHERTXT' is not included in the limited access dataset, in compliance with non-identifiability requirements.
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Complete this form for all deaths during study hospitalization to
Day 180 and for all deaths to Day 60 regardless of location. All
unexpected deaths to day 60 are to be reported to the CCC immediately.
1. Date of Death:
2. Cause of Death: —poANKE
2a.If patient died within 28 days of randomization, was death
related to infection? “BrNFE(. .
l=not related, 2=possiBly related, NOTE that variable 'DCAUSE' has been
3=probably related, 4=not applicable removed from the limited access dataset, to
3. Describe event: maintain non-identifiability. Variable
: DESOC, 'FAILURE' captures similar information,
based on WHO codes.

NOTE that variable 'DESC" is not included in the limited access dataset, in
compliance with non-identifiability requirements.

DEATH

NOTE that the electronic database 'DEATH' also contains the following variables:
systeml, system2, failure, and msof. Please refer to the Summary of Changes
document (01-03_changes.pdf) for a description of these variables.

rage ID: [ 3004 ] Print Count: [ 1 |
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NOTE that the electronic database 'DEATH' also contains the following variables: system1, system2, failure, and msof.  Please refer to the Summary of Changes document (01-03_changes.pdf) for a description of these variables.

amk30
NOTE that variable 'DESC' is not included in the limited access dataset, in compliance with non-identifiability requirements.

amk30
NOTE that variable 'DCAUSE' has been removed from the limited access dataset, to maintain non-identifiability.  Variable 'FAILURE' captures similar information, based on WHO codes.
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THIS FORM IS TO BE USED FOR PERITONITIS NOT ASSOCIATED WITH
PERITONEAL DIALYSIS. PERITONITIS IS DEFINED AS A POSITIVE GRAM STAIN
OR CULTURE OF PERITONEAL FLUID WITH > 250 PMNs/ml IN PERITONEAL

FLUID OR FREE PERITONEAL AIR WITH BACTEREMIA.

1. Date of diagnosis: PERTNA

2. Peritoneal Fluid Cultures: peRTy

1=Staph aureus,2=Staph epidermidis, 3=Strep pneumoniae, 4=Enterococcus,
5=0Other Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=Other Gram Negative rod, 9=B. cattarhalis, 10=Other Gram Negative
coceci, 11=Candida Species, 12=Torulopsis Species,13=Aspergillus Species,
l4=vVaricella Zoster, 15=Herpes Simplex, l16=Cytomegalovirus,

17=0Other Virus,18=None identified/Not obtained

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILL OUT
SEPTIC SHOCK FORM (IF NOT ALREADY DONE). IF BLOOD CULTURES POSITIVE,
FILL QUT BACTEREMIA FORM. .

Page ID: [ 3009 ] Print Count: [ 1 |
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THIS FORM IS TO BE USED FOR WOUND INFECTION REQUIRING EXTENSIVE
DEBRIDEMENT AND/OR HEALING BY SECONDARY INTENTION.

1. Date of diagnosis: yjm)ubj

2. Wound Culture: NDAL

1=5taph aureus,2=Staph epidermidis, 3=Strep pneumoniae, 4=Enterococcus,
5=0ther Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=0Other Gram Negative rod, 9=B. cattarhalis, 10=Other Gram Negative
coceci, ll=Candida Species,12=Torulopsis Species, 13=Aspergillus Species,
l4=Varicella Zoster,l5=Herpes Simplex, 16=Cytomegalovirus,

17=0ther Virus,18=None identified/Not obtained

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILL OUT
SEPTIC SHOCK FORM (IF NOT ALREADY DONE). IF BLOOD CULTURES POSITIVE,
FILL OUT BACTEREMIA FORM.

sage ID: [ 3010 ) Print Count: [ 1 ]
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THIS FORM IS TO BE USED FOR DISSEMINATED VIRAL INFECTIONS

1. Date of diagnosis:

2. Organism: XIERL@
l=Herpes Simplex,Z2=Varicella zoster, 3=CMV, 4=Other

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILL
OUT SEPTIC SHOCK FORM (IF NOT ALREADY DONE}.

AV

Page ID: [ 3011 ] Print Count: [ 1 ]
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1. Date of diagnosis:

2. Organism recovered from cerebrospinal fluid: MENETZ

l=Neiseria meningiditis,2=Strep pneumoniae, 3=Hemophilus influenzae,
4=0ther Gram Negative Rods,5=Staph. Aureus, 6=Other

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILL
OUT SEPTIC SHOCK FORM (IF NOT ALREADY DONE). IF BLOOD CULTURES
POSITIVE, FILL QUT BACTEREMIA FORM.

vage ID: [ 3012 | Print Count: [ 1
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Part 01:01 EMPYEMA ARDSNET 03 Visit:ALL
Copy Investigator: Patient ID:

1. Date of diagnosis: CNMOYE{

2. Organism: EMPNEL

l1=Staph aureus,2=Staph epidermidis, 3=Strep pneumoniae,4=Enterococcus,
5=0ther Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=Other Gram Negative rod, 9=B. cattarhalis,10=Other Gram Negative
cocci, ll=Candida Species,l2=Torulopsis Species, 13=Aspergillus Species,
l4=Varicella Zoster,l5=Herpes Simplex,l6=Cytomegalovirus,

17=0ther Virus,18=None identified/Not obtained

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILIL OUT
SEPTIC SHOCK FORM (IF NOT ALREADY DONE)}. IF BLOOD CULTURES POSITIVE,
FILL OUT BACTEREMYA FORM. :

pEN

!—-—-'-—-"

Page ID: [ 3013 | Print Count: { 1 ]
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THIS FORM IS TO BE USED FOR ARBRDOMINAL OR OTHER DEEP TISSUE ABSCESS

1. Date of diagnosis: DTTrsud

2. Organism: :

1=Staph aureus, 2=Staph epidermidis, 3=Strep pneumoniae, 4=Enterococcus,
5=0ther Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=Other Gram Negative rod, 9=B. cattarhalis, 10=Other Gram Negative
cocci, ll=Candida Species,12=Torulopsis Species,13=Aspergillus Species,
l4=Varicella Zoster,15=Herpes Simplex, l16=Cytomegalovirus,

17=0Other Virus, 18=None identified/Not obtained

3. Site of infection/abscess:nirsqs

l=Hepatic Abscess,2=Splenic Abscess, 3=Pericolic Abscess, 4=Pancreatic
Abscess, 5=Cholcystitis, 6=Myositis, 7=Other

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILIL OUT
SEPTIC SHOCK FORM (IF NOT ALREADY DONE) . IF BLOOD CULTURES POSITIVE,
FILL OUT BACTEREMIA FORM.

fage ID: [ 3014 | ' Print Count: [ 1 1}
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Part 01:01 OTHER INFECTION ARDSNET 03 Visit:ALL
Copy Investigator: Patient ID:
la. C. difficile colitis? l=Yes, 2=No | OTHRINZ
1b. If Yes, give date: OTHRING
2a. Indwelling vascular line infection? 1=Y65'2=N00THKIN3
2b. If Yes, give date:
3a. Peritonitis (on Peritoneal Dialysis)? 1=Yes, 2=NopTHprNs"
3b. If Yes, give date: OTHRINL

_ o OTHRINT
4a. Sinus Infection? l=Yes, 2=No
4b. If Yes, give date: OTHRINE. .

' OTHRINA

5a. Skin Infection? l=Yes, 2=No
Sb. If Yes, give date:
ba. Septic arthritis? l=Yes, 2=No OTHRTrN4A
6b. If Yes, give date: OTHRTNA.
7a. Urinary tract infection? . UTeeatT
7b. If Yes, give date:
8a. Other infection? l=Yes,2=No OTHRIN1S
8b. If Yes, give date: OTHRINAY

Page ID: [ 3015 ] ' Print Count: { 1
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Date:
Complete this form on study days 28 AND 60. For patients alive after
day 60 who have not been discharged home or are on assisted breathing,
check on the patient's status at intervals of at most 30 days until
the patient: 1) goes home with unassisted breathing or 2) dies or
3} the patient survives 180 days at any location with or without
assisted breathing, whichever comes first.
1. Patient Status:2TATUS
l1=Home with unassisted breathing
Z2=Dead prior to discharge home with unassisted breathing or
dead prior to achieving unassisted breathing at home for 48 hrs

3=0Other
la.If 1, date discharged home on unassisted breathing: ST4DT
1b.Tf 2, date of death: ICADT.
lc.If 3, date of last patient contact: TIDT
Part 02:03 STUDY TERMINATION ARDSNET 03 Day:ALL
Copy Investigator: Patient ID:

2. Patient able to sustain a period of continuous unassisted breath-
ing for at least 48 hrs during first 28 days? 1=Yes,2=No:UNAMST
2a.If Yes, enter the first calendar date of the first period

of unassisted breathing that lasted > or = 48 hours: ONADT
3. Did the patient return to assisted breathing during the

first 28 days after achieving > or = 48 hours unassisted

breathing? . l=Yes, 2=No: {8131

3a.If Yes, number of calendar dates on which the patient re-
quired assisted breathing between the date 2a and day 28: ALDANS
3b.If 3a=Yes, was the patient able to sustain another period of
unassisted breathing for >= 48 hours without returning to assisted

breathing by Day 2872 1=Yes, 2=No: QUaTATH
3c.1f 3b=Yes, enter beginning date of the last period of Unassisted
Breathing: OUNASDT

Page ID: [ 3017 | /TEE?iPA Print Count: [ 1 |

NOTE that the rest of this form is printed on page 21.
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Part 01:02 ON STUDY VENTILATOR PARAMETERS ARDSNET 03 Day 1
Copy Investigator: Patient ID:
IF ON POSITIVE PRESSURE VENT DURING REFERENCE PERIOD Date: Vbate

0600-1000. IF MORE THAN ONE VALUE, USE VALUES CLOSEST
TO 0800. IF ABG NOT AVAILABLE IN REFERENCE PERIOD, USE
CLOSEST TO REFERENCE PERIOD ON SAME CALENDAR DATE.
1. Ventilator Manufacturer and Model: VMODEL
l=Puritan~Bennett 7200, 2=Servo 9000, '
3=Servo 300, 4=Hammilton Veolar/Amadeus,
5=Bird 8400, 6=Bear 1000, 7=0Other
2. Ventilator Mocde

2.1 Assist/Control 1l=Yes,2=No: AsseeT
2.2 Pressure Support l=Yes,2=No: Pvep
2.3 Unassisted Breathing 1=Yes,2=No: UNASLS
3. Calculated Delivered Tidal Volume: TLpaLml
(If on Assist/Control) : _
4. Pressure Support: PP cm H20

(If on Pressure Support Ventilation)

Copy Investigator: Patient ID:
5. Set Rate: - SRATE breaths/min.
6. Total Respiratory Rate: TEESPR breaths/min.
7 Total Minute Ventilation: -IMNUNT L/min
8 PEEP: '
BEEP cm HZ20

9. Plateau Pressure

0.5 second end-inspiratory pause: PSRTA cm HZ20
10. Peak Inspiratory Pressure: fepK. cm H20
11. I:E Ratio: a.Set I:ETRAfp:ERamer b.True I {Reny TERATID
12. Mean Airway Pressure: MAPRES cm HZ0
13. FiO2: ELod -
14. PaO2: oY% mmHg
15. Paco2: fAdpy  mmHg
16. Arterial pH: ARTPH

17. Sp02: 5. 2 R

Page ID: [ 202 ] \JE;PVTM Print Count: [ 1 ]

NOTE that this on-study 'Vent' form was joined with the baseline 'Ven_t'
form (page 11) to create the electronic 'vent' table that you have received.



amk30
NOTE that this on-study 'Vent' form was joined with the baseline 'Vent' form (page 11) to create the electronic 'vent' table that you have received.
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Part 01:01 CHEST X-RAY ARDSNET 03 Day:1
Copy Investigator: Patient ID:
Date:

Use f?rst CXR in the reference period 06:00-10:00. If unavailable
in reference period, use first CXR this calendar day.

1. Radiographic Lung Injury Score (# of quadrants 0-4)

2. Barotrauma: h REDED
Pneumothoraces 1=Right,2=Left,3=Bilateral,4=N0ne:Bmau_
Subcutaneous emphysema 1=Yes, 2=No: Rappg.
Pneumomediastinum 1=Yes, 2=No: Raps

, Pneumatoceles > 2 cm diam 1=Right, 2=Left, 3=Bilateral, 4=None : Raeod

3. Chest Tube 1=Right, 2=Left, 3=Bilateral, 4=None: Crygg

0CHesT
-

NOTE that this on-study Chest XRay form was joined with
the baseline Chest XRay form (page 12) to create the
electronic 'oschest' table that you have received.
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NOTE that this on-study Chest XRay form was joined with the baseline Chest XRay form (page 12) to create the electronic 'oschest' table that you have received.
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Part 01:03 MONITORING AND MEDICATION ARDSNET 03 Visit:1
Copy Investigator: Patient ID:
l=Yes, 2=No Date: VDATE

CHAgM - Chart review suggests infection this calendar day?
~If bacteremia, fill out Bacteremia form
-If septic shock, fill out Septic Shock form
-If specific site of infection identified, fill out infection
form for that site,
NEUNZ - Do clinicians suspect new nosocomial pneumonia?
If yes, fill out Pneumcnia form.
INDICATE 1=YES,2=NO IF ANY OF THE FOLLOWING MEDICATIONS WERE
ADMINISTERED THIS CALENDAR DAY
3EvaT 3. Sedative/Tranquilizers
(benzodiazepines,narcotics,barbiturates,propofol)
BLolged . Neuromuscular Blocking Agents
Awﬁﬁ:s. Antifungal Imidazole (e.g. Fluconazole)
AMPHD 6. Amphotericin

Part 02:03 MONITORING AND MEDICATION ARDSNET 03 Visit:1l

PMred’ . Aminoglycosides
If Yes, list antibiotics for this category: Amiat AMINGS
1=Gentamicin, 2=Tobramycin, 3=Amikacin, 4=Other Aminoglycosides
CEPHL. 8. Cephalosporins
If Yes, list antibiotics for this category :(epds CEPHS
1=Cefazolin,2=Cefotaxime,3=Cefotetan,4=Ceftazidime,5=Ceftriaxone,
6=Cefuroxime, 7=Cefepime, 8=0ther Cephalosporins
MACGA 9. Macrolides
If Yes, list antibiotics for this.category:wmcajyﬁys
1=Azithromycin,2=Clarithromycin,3=Clindamycin,4:Erythromycin
N1 10. Penicillins
If Yes, list antibiotics for this category: paNg N3
1=Ampicillin,2=Ampicillin-Subactam, 3=Aztreonam, 4=Imipenam-
Cilistatin,5=Nafcillin,6=Penicillin,7=Piperacillin,8:Ticarcillin,
9=0ther Penicillins

Page ID: [ 204 ] P4 P\ Print Count: [ 1 ]
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Suio4.11. Quinolenes
If Yes, list antibiotics for this category :Rume 5o
l=Ciprofloxacin, 2=0floxacin, 3=Other Quinolones o3
vadep 12. Vancomycin
13. Other Antibiotics
e O 14. Antipsychotics(e.g. haloperidol, droperidol)
AJRLS 15. Antivirals
E¥PT4. 16. Experimental therapies
If yes, list experimental therapies: EYPTR EXC13 EX
1=Nitric oxide,2=Surfactant,3=Partial Liquid Vent., 4=ECMO, 5=IVOX,
6=HFV or HFO, 7=Prone Positioning, 8=Inhaled PGI or PGE,
- 9=Intravenous PGI or PGE,l0=Prednisone > 15 mg/d
MEfY 17. Methylxanthines (e.g. theophylline, pentoxifylline, or
aminophylline)

MM

PR

NOTE that this on-study Monitoring and Medications form was
joined with the baseline Monitoring and Medications form (page
13-14) to create the electronic 'mm' table that you have received.

age ID: [ 204 ] Print Count: [ 2 ]
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NOTE that this on-study Monitoring and Medications form was joined with the baseline Monitoring and Medications form (page 13-14) to create the electronic 'mm' table that you have received.
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PERFORM ECG WITHIN ONE HOUR OF STUDY DRUG INFUSION
ON THIS CALENDAR DAY.
Heart Rate: FCHRT bpm

Cardiac Cycle Measurements: P-R Interval: gEpR  sec
ORS Interval: gngps sec
Q-T Interval: goapT sec

Interpretation: ECTNT
1=Within normal limits

Z2=Abnormal

EC8

NOTE that this on-study 'ECG' form was joined with the
baseline 'ECG' form (page 15) to create the electronic
‘ecqg’ table that you have received.

.age ID: [ 205 ] Print Count: [ 1 ]
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NOTE that this on-study 'ECG' form was joined with the baseline 'ECG' form (page 15) to create the electronic 'ecg' table that you have received.
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Part 01:02 DRUG DOSING ARDSNET 03 Visit:1
Copy Investigator Patient ID:
Date NDATE
la. Start time of infusion: STARTLTM
lb. Dosage: DRELMY
2a. Start time of infusion: STARTE™
2b. Dosage: TREAMG
3a. Start time of infusion: STARTZTM
3b. Dosage: oesgamg
4a. Start time of infusion: SARTYT™
4db. Dosage: TeSE4mg
5a. Start time of infusion: ITARTST™
Sb. Dosage: poeEs Mg
Part 02:02 ' DRUG DOSING ARDSNET 03 Visit:1
Copy Investigator: Patient ID:

IF A PATIENT DEVELOPS A CREATININE > 2.5 OR BILIRUBIN > 3.0, ADDITIONAL
STUDY DRUG LEVELS WILL BE DRAWN PRE- AND POST- STUDY DRUG INFUSION
DAILY FOR 3 DAYS AND THEN WEEKLY UNTIL DAY 28 OR HOSPITAL DISCHARGE,
Specimen collecticon

6. Study drug levels required this calendar day? 1=Yes, 2=No: DLEVS

Drug Levels: '

7a. Pre-infusion blood draw done? 1=Yes,2=No:QREINFDL

b. If Yes, give time of blood draw: PRETM

7c. Enter Specimen Bar Code Number: BARCIDEA.

8a. Post-infusion blood draw done? l:YeS'2=NO:?ﬂﬁ1Nﬁi

8b. If Yes, give time of blood draw: “PpST4TM
8c. Enter Specimen Bar Code Number: fﬁﬁﬁiﬂﬂﬁ@IVOTE:vanaMes'mmcodel'and

8d. Stop time of infusion: GTHPATM 'barcode2' were removed from the

limited-access dataset to protect
patient confidentiality.

Page ID: [ 206 ] Print Count: [ 1 ]

NOTE that this on-study 'DDSL' form was joined with two other 'DDSL' forms
(pages 17 and 42) to create the electronic 'ddsl’ table that you have received.



amk30
NOTE that this on-study 'DDSL' form was joined with two other 'DDSL' forms (pages 17 and 42) to create the electronic 'ddsl' table that you have received.

amk30
NOTE: variables 'barcode1' and 'barcode2' were removed from the limited-access dataset to protect patient confidentiality.
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Part 01:05 WEANING ARDSNET 03 Day:1
Copy Investigator: Patient ID:
DURING THE SAME CALENDAR DAY Date EHXMIZ
1. Was the patient pPermanently withdrawn from the vent
 arm of the protocol? l=Yes,2=No:\ﬂMDagw
2. Was the patient permanently withdrawn from the study drug
: arm of the protocol? l=Yes,2=No:KNDRAw

If Yes, fill out Drug Discontinuation and Physical Exam forms.
3. At 0600, was patient on: WERIN '
I=Volume Assist/Control Ventilation 2=Pressure Support Ventilation

3=Unassisted Breathing 4=0ther:
WEAAND
- l=Yes, 2=No
3=Not tried/Evaluated
4. Did patient meet weaning evaluation criteria? WEA3N
4a. If 4 is Yes, did pPatient pass 5 minute CPAP trial? WER4N
Part 02:05 WEANING ARDSNET 03 Day:1
Copy Investigator: Patient ID:
5. Were there attempts to wean Ps§ by 5cmB207? 1=Yes,2=No:MEm5cM
If No, why not: ‘ ) ; .
WEASTYT NOTE that variable 'WEASTXT

is not included in the I@mited _
access data, in compliance with
non-identifiability requirements.

WEANING HISTORY : Record initial and subsequent Pressure Support
levels along with their corresponding starting times each time the
Pressure Support level is changed.

Pressure Support Level ‘ Time Pressure Support Level Time
2a. (EUELR TIMEA  Sb. Leugg TEmeR
5¢. LEVELC. TImee. 5d. LEVELD TFmeD
Se. LEIRLE TmgE Sf. LEusLE TMecF
=g LENELG Trmed  Sh. LEUELY TameH
Page ID: [ 207 ] V%E;HTJ Print Count: [ 1 ]


amk30
NOTE that variable 'WEA5TXT' is not included in the limited access data, in compliance with non-identifiability requirements.


09/22/99 WED 21:09 FAX o410

6. Did patient tolerate a trial of spontaneous breathing > 2 hours?
. l=Yes, 2=No, 3=Not tried/Evaluated: WeERLN

7. Did patient complete 48 hours of unassisted breathing on

this calendar day? l=Yes, 2=No: WERTIN
For items 9 through 13 enter first recorded value in 4 hr interval ON
or AFTER time of ventilator check. If no time appears, skip items
8-15.

Selected Time of ventilator check: \VENTCKTM

8. Was patient on assist/control continuously during 4 hrs preceding
and 4 hrs following selected ventilator check time? 1=Yes, 2=No: AagsT
9. FiO2:
10a. Calculated Delivered Tidal Volume :9pgi. ml
10b. Tidal volume increased because of severe dyspnea? l=Yes,2=No: VolIn

Part 04:05 WEANING ARDSNET 03 Day:1
Copy Investigator: Patient ID:

11. PEEP Qezp com H20

12. Set Rate: : SQ/E

13. Pplat Mid: feLay cm H20

For items 14-16 enter last value in the four hour interval PRIOR TO
(BUT NOT ON) the randomly selected time for ventilator check. If both
Sp02 and Pa0O2 were available during the four hour interval, enter ONLY
the Sp0O2 or PaO2 (but NOT BOTH) used to set or assess the values of
Fi102 or PEEP in items 9 and 11.

l4a. pH:

14b. If pH available, was set rate changed in the interval between
measurement and the time set rate (Item 11) recorded? 1=Yes,2=No:$§EﬁaHNe>

Page ID: [ 207 ] WEHN | Print Count: [ 2 ]



09/22/99 WED 21:09 FAX do41

Part _ 05:05 WEANING ARDSNET 03 Day 1
Copy Investigator: Patient ID:
15a. Sp02(enter corrected Sp02 if adjusted using Sa02): 3P0 %

15b. If Sp02 was used, was Fi02 or PEEP changed in the interval
between Sp0O2 measurement and the time FiO2 or PEEP (Items 9 or 11)
recorded? 1=Yes, 2=No: FpoyNg

l6a. PaOQ2:

leb. If PaO2 was used, was Fi02 or PEEP changed in the interval

between PaO2 measurement and the time FiO2 or PEEP (Items 9 or 11)
recorded? _ - l=Yes, 2=No: P£eCHNE

17. If no pH was available for question l14a, then enter most

recent: -ND-P—H

i
i

sage ID: [ 207 ] Print Count: [ 3 ]
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Part 01:02 DRUG DOSING/SPECIMEN LOG ARDSNET 03 Visit:3
Copy Investigator Patient ID
Date: NDAE

la. Start time of infusion: SARTAETM

lb. Dosage: ROXE4Lmg

2a. Start time of infusion: STRRTITM

2b. Dosage: DISEY Mg

3a. Start time of infusion: STARTZITM

3b. Dosage: THRCR Mg

4a. Start time of infusion: StpetTM

4b. Dosage: DoREY mg

Sa. Start time of infusion: S|RTSTM

Sb. Dosage: DeeEg mg

Part 02:02 DRUG DOSING/SPECIMEN LOG ARDSNET 03 Visit:3
Copy Investigator Patient ID

IF A PATIENT DEVELOPS A CREATININE > 2.5 OR BILIRUBIN > 3.0, ADDITICNAL
STUDY DRUG LEVELS WILL BE DRAWN PRE- AND POST- STUDY DRUG INFUSION
DAILY FOR 3 DAYS AND THEN WEEKLY UNTIL DAY 28 OR HOSPITAL DISCHARGE.
Drug Levels:

6a. Pre-infusion blood draw done? 1l=Yes,2=No: PRETNEDL

6b. If Yes, give time of blood draw: e

7a. Post-infusion blood draw dane? l=Yes,2=No: POSTTNEL

b. If Yes, give time: POST4ATM

7c. Stop time of infusion: SP4TM

Surrogate Markers:

8a. Pre-infusion blood draw done? 1=Yes,2=No: PRELWS

8b. If Yes, give time:

9a. Post-infusion blood draw done? l=Yes,2=No: ?QSﬁﬂMﬁL

9b. If Yes, give time: "PoITHTM

9c. Stop time of infusion: ™

FOR DAY 3 CYTOKINES, SEE SPECIMEN COLLECTION IN ALL MENU

Page ID: [ 405 ] Print Count: [ 1 ]

DS L

NOTE that this on-study 'DDSL'/fomas joined with two other 'DDSL' forms
(pages 17 and 38) to create the electronic ‘ddsl' table that you have received.
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NOTE that this on-study 'DDSL' form was joined with two other 'DDSL' forms (pages 17 and 38) to create the electronic 'ddsl' table that you have received.
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24HR WORST VALUE
Syst Pa02/ Platelets Creat- Bili- Vasopressor

Date BP Fi02 X 1000 inine rubin 1=Y,2=N
Day 0.5 VDATED  NSBPO @AFLD PLaTED CeepTo  ®ILLD VA3006
Day 1 4 _4 4 _ 4 4 4 4
Day 2 2 2 2 3 8 — 2
Day 3 ___ A& _ & _Aa _ 3 -3 j 3
Day 4 ] o o _ 4 _4d 4
Day S 2 5 5 LY 5 _ g 5
Day 6 _ b & b —k b — b b
Day 7 7 7 T S A ::ék ﬁ:]%: R
Day 8 g _€ _<£ —% b4
Day 9 q 4 q 9 a4 9 q
Day 10 __ 4 40 __4gp _4pn 40 4o 40
Day 11 44 44  _ 44 —A4d. 44 A4 14
Day 12 _ 42 42 _42 42 42 _42. 43

Part 02:02 BRUSSELS TABLE DAYS 0-14 ARDSNET 03 Day: ALL
Copy Investigator: Patient ID:

24HR WORST VALUE
‘ Syst Pa02/ Platelets Creat- Bili- Vasopressor

Date BP Fi02 X 1000  inine rubin 1=Y,2=N
Day 13  \DATE 43 NIPPA3 £aEr43 PLAEL3S  CReprd3 BrIr43 VAS04.3
Day 14 444 1t A4 _ 44 44 44 _44
BRUSS

rage ID: [ 3001 | -f’ﬂ___ﬂﬂ4 Print Count: [ 1 ]
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044

24HR WORST VALUE Syst Pa0O2/ Platelets Creat- Bili- Vasopressor
Date BP FiQ2 X 1000 inine rubin 1=Y,2=N

Day 15 \JOATED Sisefo PACCO  QupEd Refp  QILLD VA300
Day 16 4. 1. 4 4 4 1 4
Day i; 2 2 2 2 . -4 2
Day — A 3 3 _5 _
Day 19 L 4 —4 4 4 o K|
Day 20 _ &5 _ 5 __ & 5 A & 5
Day 21 b b £ b N — 6 -4
Day 22 __ D) 7 H v i 7 _n
Day 23.m_____5. _jg < < _ % _B
Day 24 q q g q 9 _Q
Day 25 40 _4p _Ip .- {1 Ao 40 40
Day 26 44 _44 44. 414 414 44 -1
bay 27 42 _43 _da A2 —4E Az — 4%
Day 28 __ A3 43 _43 43 43 43 — 43

BRUSS

—

NOTE: the original production of the data extract tables combined the above variables into:
vdate, sysbp, pafi, plate, creat, bili, and vaso, as you can see in the electronic 'bruss' table
you have received. No data were altered as a result of this restructuring.

frage ID:

{ 3002

]

Print Count: { 1 }


amk30
NOTE: the original production of the data extract tables combined the above variables into: vdate, sysbp, pafi, plate, creat, bili, and vaso, as you can see in the electronic 'bruss' table you have received.  No data were altered as a result of this restructuring.
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09/22/99 WED 21:11 FAX

Date: MD&E
2. Time of event: E!ﬂlﬂ

1. Date of event:
3. Specified event:30cyNT

l1=Increased ICP 2=GI Bleed 3=Arrhythmia
5=Other adverse event 6=Nausea/Vomiting
Other Specify: OTHER NOTE that variables
' 'OTHER' and 'DESC' are
4. Describe event Or ‘problem: ‘ not included in the
DE]C _ limited access dataset,

in compliance with
non-identifiability
requirements.

5. Severity of event (1=mild,2=moderate,3=severe): IEVER
6. Did AE require therapeutic intervention to prevent
permanent impairment/damage? (1=Yes, 2=No) : THERA
Part 02:02 ADVERSE EVENT REPORT ARDSNET 03 Day ALL
Copy Investigator: Patient ID:
l=Yes, 2=No
7. Was the patient in immediate risk of death due to the event? ROAKDE
8. Did the patient die as a result of the event? TE
9. Was the event unexpected in ARDS or more severe or frequent
than expected in ARDS? {l=yes, 2=no, 3=unknown) : EXpeeT
10. Causal relationship to study drug: CAUSALL
l=definitely associated - 2=probably associated
3=possible association 4=probably not associated
S5=definitely not associated 6=uncertain association

Pag

11. Was study drug discontinued as a result of this event? DR
12. Was patient withdrawn from the ventilator because of event? WDERAW

13. Outcome to date: OUTTOME
l=recovered - date: 2=AE present, no treatment
3=AE present/being treated 4=residual effect/no treatment

S=residual effect/being treated 6=deceased

e ID: [ 3003 ) e Print Count: [ 1 |

NOTE that the electronic database 'AER' also contains the following variables: systgml,
system2, failure, and msof. Please refer to the Summary of Changes document

(01-03_changes.pdf) for a description of these variables.



amk30
NOTE that the electronic database 'AER' also contains the following variables: system1, system2, failure, and msof.  Please refer to the Summary of Changes document (01-03_changes.pdf) for a description of these variables.

amk30
NOTE that variables 'OTHER' and 'DESC' are not included in the limited access dataset, in compliance with non-identifiability requirements.
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Part 01:01 SPECIMEN COLLECTION -ARDSNET 03 Day ALL
Copy i Investigator: ______ patient Ip: __
__________________________________________________________ Date: VDATE
Day O 1=Yes, 2=No Date

Blood for cytokine Bhoobd BLDTA
Day 1

Blood for cytokine Brooba BLOTA
Day 3 -

Blood for cytokine BlLoobs BLpta

vage ID: [ 3004 | Print Count: { 1 ]
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Part 01:02 BACTEREMIA ARDSNET 03 Visit:2ALL
Copy Investigator: Patient ID:

ENTER ALL POSITIVE BLOOD CULTURES. IF PRIMARY SITE OF BACTEREMIA
IDENTIFIED(e.g. Pneumcnia), FILL OUT INFECTION FOR FOR THAT SITE.
IF SEPTIC SHOCK DEVELOPS, FILL OUT SEPTIC SHOCK FORM.

Pate Time Organism Date Time Organism
1. BpotA  RTIMEL BRANL 2. RALE- . BrImEL RORGNS.
3. RACTA  BTAMED BoRANS 4. Bpor4d  Rromey BORANY
5. 33&111?5_ RILMES BORSNS 6. BACTH BTrmEL RBoRANG
T- BACTT  BremMET  BemdNY 8. BacrY ~ BIIMEZ  BoRANS
gég% BRUoued BERAWM 10. _BACD Broucid  Suxindo

1=Staph aureus,2=Staph epidermidis,3=Strep pneumoniae, 4=Enterococcus,
5=0ther Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=0ther Gram Negative rod,9=B.cattarhalis, 10=Other Gram Negative cocci,
ll=Candida Species,l2=Torulopsis Species, 13=Aspergillus Species,
l4=Varicella Zoster,l5=Herpes Simplex, l16=Cytomegalovirus,17=Other Virus

ENTER ALL POSITIVE BLOOD CULTURES. IF PRIMARY SITE OF BACTEREMIA
IDENTIFIED(e.g. Pneumonia), FILL QOUT INFECTION FOR FOR THAT SITE.
IF SEPTIC SHOCK DEVELOPS, FILL OUT SEPTIC SHOCK FORM,

Date Time Organism Date Time Organism
11, Bramel{l  BoRoNd 12.RACT{2.  BIMEL)  BRENMR2
13.Baordl = BremEld  Boegedd 14. pacr? BIOMESY  BRGNMG
15. BIEMELS —— BORGRAE™ 16. BTIWEL, — BoRENZ
L7, BILMELT  BORBNT 18. Boordf = BIGMELT  BoRaNag
éi(—ganism_ BrLMES]  BeRENH 20- BACrao  BUIMEGS  BOMANGD

1=Staph aureus,2=Staph epidermidis, 3=Strep pneumoniae, 4=Enterococcus,
5=0ther Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=Other Gram Negative rod, 9=B.cattarhalis,10=0Other Gram Negative cocci,
l1=Candida Species,l2=Torulopsis Species,l3=Aspergillus Species,
l4=Varicella Zoster, 15=Herpes Simplex,l6=Cytomegalovirus,17=0ther Virus

Page ID: [ 3005 ] Print Count: [ 1 |

NOTE: the original production of the data extract tables combined the above variables into: bact, btime,
and borgn, as you can see in the electronic 'bactr' table you have received. No data were altered as a
result of this restructuring.
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NOTE: the original production of the data extract tables combined the above variables into: bact, btime, and borgn, as you can see in the electronic 'bactr' table you have received.  No data were altered as a result of this restructuring.
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Part 01:02 SEPTIC SHOCK ARDSNET 03 Visit:ALL
Copy Investigator: Patient ID:
1=Yes, 2=No FILL OUT THIS FORM FOR EACH EPISODE OF SEPTIC SHOCK.

Sepfitila. Were 2 or more of the following SIRS criteria present?
-temperature > 38C or < 36C OR:
~heart rate > 90 beats/min OR:
~respiratory rate > 20 breaths/min or PaCo2 < 32mmHg (if on
unassisted breathing) OR:
-WBC > 12,000 or <4000 or >10% immature (bands)
lb. If Yes, date of SIRS onset:
One or more of the following shock criteria (2a-2c) must be present
for >= z consecutive hours despite fluid resuscitation to meet shock
criteria. Select all that apply:
SepA2a. Systolic BP < 90 mmHg?'
EPeset2b. Reduction > = 40 mmHG from baseline?
SEprms 2¢. Pressor requirement to maintain BP?
2d. Date first shock criteria met: SQEPTICL

Part 02:02 SEPTIC SHOCK ARDSNET 03 Visit:ALL

PECHM3. Primary site of infection identified?

If Yes, list site: Sgprrog

l=Pneumonia, 2=Peritonitis, 3=Wound infection,4=Meningitis,

S5=FEmpyema, 6=Biliary tract, 7=Abdominal abscess,8=C. difficile

colitis, 9=Urinary tract,1l0=Vascular line,ll=Peritonitis on

dialysis,12=Sinusitis, 13=Skin infection,14=Septic arthritis,
15=0ther -
SeprLeq 4a.- Did shock resolve?

-Systolic BP »>= 90mmHg AND off pressors for 1 calendar day. SBP
may transiently (<= 2 consecutive hours) fall below 90mmHg or
pressors may be used transiently (<= 2 consecutive hours) on
this calendar day.

4b. If yes, date of resolution: JeprIedp

Page ID: [ 3006 ] —_ Print Count: [ 1 ]
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Part 01:01 PNEUMONIA ARDSNET 03 Visit:ALI,
Copy Investigator: o Patient ID:
1. Dbate of diagnosis: PHEpMA
Within a 48hr period did the patient have: {1=Yes, 2=No)
~2a. Chest radiograph shows new infiltrate persisted for 48 hrs? PHEUMY
2b. New fever or hypothermia or leukocytosis or leukopenia? PHEUMA
3. Was an endotracheal aspirate sent for gram stain(l=Yes,2=No)? PNELMS
4. Was an endotracheal aspirate sent for culture(l=Yes,2=No)? PNEUMY
5. Was there bacteriological confirmation of this episode of

suspected pneumonia (1=Yes, 2=No) ? PNEUMS

Sb. Organism 1: PHayw, 5c. Organism 2: PHegpM7 5d. Organism 3: PREUMT
l=Staph aureus,2=Staph epidermidis, 3=Strep pneumoniae, 4=Enterococcus,
5=0Other Gram Positive, 6=Pseudomonas Species, 7=Hemophilus influenza,
8=Other Gram Negative rod, 9=B.cattarhalis, 10=Other Gram Negative cocci,
ll1=Candida Species,1l2=Torulopsis species,13=Aspergillus Species,
l4=Varicella Zoster, l5=Herpes Simplex, 1l6=Cytomegalovirus,17=0Other Virus
IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILL QUT
SEPTIC SHOCK FORM (IF NOT ALREADY DONE).

rYage ID: [ 3007 ] Print Count: [ 1 ]
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Part 01:01 FUNGAL TINFECTION ARDSNET 03 Visit:ALL
Copy Investigator: Patient ID:
l=Yes, 2=No

FuNgl4 la. Blood culture positive for yeast infection?
i1b. If Yes, date: FONALS
TuoMNgly 2a. Evidence of deep tissue infection (endopthalmitis, hepatic/
splenic abscesses/cutaneous emboli with fungal elements)?
2b. If Yes, date of diagnosis: _
Foneks 32. Unexplained fever with 3 sites of colonization?
__3b. If Yes, date of diagnosis:
Fonat 4a. Oral or mucosal candiasis?
4b. If Yes, date of diagnosis:
FoNglg 5. Organism: l=Candida species,?2=Torulopsis species,
3=Aspergillus species, 4=0ther

IF SEPTIC SHOCK DEVELOPED AS A CONSEQUENCE OF THIS INFECTION, FILL
OUT SEPTIC SHOCK FORM (IF NOT ALREADY DONE) .

AcT
/

fage ID: [ 3008 ] Print Count: [ 1 ]
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