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Part 01:03 . ALI SCREENING NHLBI-9404 Day: 0

O S S . Y. e S e . ey s s

Copy H Investigator: Patieht'ID:-Q%--- ' ﬁ;

.'1.- Bilateral infiltrates con51stent w1th pulmonary edema on B

- 4. Pao2:.
5. Fio2:

: . - I wohos. C Date (mm/dd/yy) VDHTE? e
COMPLETE FQR PATIENTS MEETING CRITERIA 1-3 IN DESIGNATED ICU'S : Tf

1, Acute Onset . ' o l—Yes 2~No. SCRE]

'172 Within past 24 hrs patlent had ALL of the follow1ng7 1—Yes 2=No: SCHE1 

- Pa02/Fi02 less than or eqgual to 300 mmHg? L -
frontal chest radiograph? . : - -
'~ Receiving positive pressure ventllatlon via endotracheal tube° :
3. No clinical evidence of left Atrial hypertension (if measured -
‘;rpulmonary arterlal wedge pressure < or ;_18 mmH )fl“ 1—Yes 2=No: SCﬁEjs

6. First date that all these criteria ex1st s1mu1taneously.” FDATE

- 7. Patient HOSpltal ID #. , e s I
. 8. Gender - _ - o =Ma1e,2=Female:_gEmDER
Part 02:03 ~ ALT SCREENING NHLBI-9404 - ‘Day: ©
Copy : Investigator: : . Patient ID:

— — —— e et -— — -

9. Ethnicity l=White,_not of Hispanic Origin,2=Black, not of-l.'
Hispanic Origin,3=Hispanic,4=Asian/Pacific Is-

. lander, S—Amerlcan Indlan/Alaskan Natlve 6~0ther- . ETHNW("'
~10. Age: LAGE
11. Iocation 1=MICU, 2”SICU 3=Cardiac 5ICU, 4-CCU SnNeuro ICU LoenT
6=Burn, 7—0ther LOCOTH -
12. Regularly Screened ICU . ' - 1=Yes,2=No. RSiCU

13. Primary Reason for Exclusivn: 0=Not Excluded, 1=MD Refuses, Eugﬁfmv
2=Patient Refuses, 3=Patient Unable, 4=Patient <18 yrs, 5=Other

Trial 30 days, 6=Inclusion Criteria>36hrs, 7=Neuromuscular Disease,
8=Patient Pregnant, 9=Increased ICP, 10=Chronic Lung Disease,

11=Burns > 30%, 12=Terminal Illness, 13=Bone/Lung Transplant,

14=Not COmmltted to Full Support, 15=Treated with Itraconazole,'
Retoconazole,Fluconazole Past 7 Days,l6=Treated with Astemizole,
Terfenadine,Cisapride Past 3 Days, -17=Chronic Liver Disease,

18=Acute Liver Disease, 19=Morbid Obesity, 20=Imidazole Allergy

SCcReeN

Page ID: [ 101 ] ' _ _ Print Count: [ 1 ]
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Part 03:03 ALI SCREENING NHLBI-9404 Day: o0

Copy s Investigator: | Patient ID:

14. Lung Injury Category ( 0=None ; 1=Primary, 2—Secondary)

- Trauma: - TRAUAA . . Sepsis: SEPSIS Multiple Transfusion: MﬂLTHHIU
Asplratlon ASPTR Other: pTHER
Other Description: o'r Hrxt

: 15 Date of una551sted breathlng if unassisted breathlng

sustalned for greater than 48 hours _ _ UNASSES
'16 pate of Dlscharge from Study Hospltal S ' "D,'Z;SC.H A B
17_7._ St_atus at Dlscharge from Study Hospital - = 1=Alive,2=Dead: LISsTAT

NOTE tha't-'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.

Page ID: [ 101 ] ' | Print Count: [ 2 ]


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.


09/22/99 WED 02:48 FAX
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Part 01:01 INCLUSION CRITERIA NEILBI-9404 Day: ©
Copy B Investigator: Patient ID:
1=Yes, 2=No: ‘Date: VDATE

Thella. Acute Onset

INEtX 2. Within the past 24 hours did patient have ALL of the follow1ng?'

- Pa02/Fio2 less than or equal to 300 mmHg?
- Bilateral infiltrates con51stent with pulmonary edema on
frontal chest radiograph? '

- Receiving positive pressure ventllatlon via endotracheal tube?

IAM133. No clinical evidence of 1eft atrial hypertension (1f measured
' . pulmonary arterial wedge pressure < or = 18 mmHg)

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

TNCLUDE

Page ID: [ 102 ] Print Count: [ 3



09/22/99 WED 02:48 FAX dooa

Part 01:04 EXCLUSION CRITERIA NHIBI-9404 . Day: 0
Copy : Investigator: Patient ID:
_ 1=Yes,2=No: S | - Date: VDATE

ExcL! 1. Attending physician unW1111ng to participate?
Exctd 2. Patient unwilling to participate?
Exel3 3. Unable to obtain informed consent?
Excty4. Is patient less than 18 years old? '
Exett 5. Has patient participated in other 1nterventlon trlals in ALI,
_ ARDS or Sepsis within the past 30 days?
EXcté6. Has it been > 36 hours sinceé all inclusion criteria were met?
Ex¢cl77. Does the patient have neuromuscular disease . that impairs the
- - ability to ventilate spontane.,ously'p L :
EXCLE8. Is patient pregnant? e ' R '
Exct192. Does the patient have elevated ICP trlCYCllC antldepressant -
- overdose, HGBSS, HGBSC, or other conditions where hypercapnia
would be contra1nd1cated’ '

chUle Does patient have severe chronlc resplratory d15ease°

Part 02:04 EXCIUSION CRITERTA NHLBI-9404 : Day: O

Copy : Investigator: o , Patient ID:

1=Yes, Z—NO'

Ekcgu]l. Does patient have burns greater than or equal to 30% total
_ body surface area?
£xet\212. Does patient have a malignancy or- other chronlc 1rrever51ble

disease or condltlon for which 6 month mortality is estlmated |
at greater than 50%

gxcl313. Has the patient had elther a bone marrow transplant or lung
transplant?

BX 1y 14. Not committed to full support° - :
Exc}s15. Has the patient been treated with ketoconazole, 1traconazole,_
fluconazole within the past 7 days?

Eggdblé. Has the patient been treated with astémlzole, terfenadlne, or
c1sapr1de within the past 3 days’

NOTE that the data from the 'EXCLUDE' table have not been mcluded inthe Ilmlted
access dataset in compliance with non- |dent|f|ab|I|ty requirements.

d'l.

EXCLUDE

Page ID: [ 103 ] Print Count: [ 4 ]
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NOTE that the data from the 'EXCLUDE' table have not been included in the limited access dataset, in compliance with non-identifiability requirements.


09/22/99 WED 02:49 FAX [doos

e

Part 03:04 EXCLUSTON CRITERIA NHIBI-9404 Day: 0

Copy . : = Investigator: ) Patient ID:
'A. Ascites ' o 1=None, 2=Present, 3-Tense' Pog;ﬁq
B. Encephalopathy - 1=None,2=Grade I or II,3=Grade III or IV: PUGHB

No Abnormality

Grade I or II - trivial lack of awareness; shortened attention
span; lethargy, disorientation in time; clear personallty
change or inappropriate behavior . -
Grade II or IV - very drowsy; semicomatose but respon51ve to -
stimuli; confused; gross disorientation in time or space;
bizarre behavior; coma; unresponsive to painful st1mu11 w1th
or without abnormal movements
C. Bilirubin (mg/d1) = _ . 1=[<2],2=[2-3], 3~[>3] POZthl -
D. Albumin (g/dl) : ' 1=[>3.5],2=[2.8-3.5],3=[<2.8]: pyg Hp
E. Prothrombin time (sec. prolonged) 1=[<=4],2=[5-10],3=[>10]: PyHE
1=Yes,2=No: Total:pusHrer
EXCLI717. Is patient known to have severe, chronic liver disease?
(If chlld—Pugh score is greater than or equal to 10 enter yes)

Part 04:04 EXCLUSION CRITERIA NHLBI-9404 : Day: 0

Copy : Investigator: o : | 'Patient ID:

l1=Yes,2=No:
ExcLis 18._Does the patient have ev1dence of acute viral, 1schem1c, or
: toxic hepatitis with moderate or severe hepatocellular 1njury°

ExCL!q 19. Does patient have known allergy to imidazole or its:
derivatives?

EXU2020. Is the patient morbldly cbhese? (welght(kg)/helght(cm)>1)

IF ANY OF THE ABOVE ANSWERS ARE YES PATIENT SHOULD NOT BE ENROLLED
gy 21. Has informed consent been obtained?
If patient is eligible for the study and consent has been obtalned
please call for randomlzatlon number. :
EﬂlﬂJBZZ.,Is patient randomized? (If Yes, system ‘prompts for number)

23. Patient randomized to (1=6 ml/kg,2~12 ml/kg) EXCLIQ.
24 Date/time of 1n1t1a1 ventilator change. EXCLIDY Exa,l?rM

FXCLUDE
Page ID: [ 103 ] | - Print Count: [ 5 ]

NOTE that the data from the 'EXCLUDE!' table have not been included in the limited
access dataset, in compliance with non-identifiability requirements.
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NOTE that the data from the 'EXCLUDE' table have not been included in the limited access dataset, in compliance with non-identifiability requirements.
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Part o0i1:02

APACHE IIT DEMOGRAPHICS

NHLBI-9404 Day: o

Copy H

Investigator:

Patient ID:

1. Hospital Admission Date:
2. ICU Admission Date:

Date: VQF}]_‘E____
H ADrMp7

TeopT
3. Time of ICU Admission: . Ty M
4. Patient Admitted Directly From 1=0R, 2=Recovery Room,
3=ER, 4=Floor, 5=Another Special Care Unit, :
—Another Hospital, 7"D1rect Admit, B—Stepdown Unit: ADMFRM

1—Yes 2=No:

5. If immediately post—operatlve, was surgery electlve SURGEL
6. ICU Readmit: LCYURE
7. ICU Readmit within 24 hours: TcvRENXN
8a. Is chronic health information available?: : CHBRNC
8b. Is the patient on chronic dialysis or peritoneal d1a1y51s RraLy
9a. AIDS (do not include HIV positive without AIDS criteria): AIps
ohb. Leukemla (AML,CML,all 1ymphocyt1c leuk.,multlple myeloma) LEUK
Part 02:02 APACHE III DEMOGRAPHICS NHI.BT-9404 Day: O

Investigator: Patient ID:

1=Yes ,2=No:

9c. Non-Hodgkin’s Lymphoma:

9d. Solid tumor with metastasis: .

Se. Immune suppre551on (radiation, chemotherapy or
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:
9g. Cirrhosis: .

9h. Diabetes Mellitus:

LympH

TUNMR
J?ﬂMWME

HEPA
CIARR
il

Page ID: [ 104 ]

Print Count:

[ 61
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Part 0l1l:02 APACHE IIT PHYSIOLOGY NHLBI-9404 Day: ©

Copy _ : = Investigator: Patient ID:
USE VALUES FROM 24HRS PRECEDING INITIAL VENT CHANGES - Date: VDATE )
VITAL SIGNS : Lowest Highest Lowest Highest

1. Temperature: TEMPCL TEAPCKHC TEMPFEL  TENPRHF

2, Systolic BP: ' - 4ysBPL SYSpfH wmmHg

3. Mean Arterial Pressure: MEANAPL . MERN ALY mmHgG

4. Heart Rate: : HARAE hAkIEA beats/min

5. Respiratory Rate: RESPL REspY breaths/min
6. Was patient ventilated - : ,
when the worst respiratory
rate occured? l=Yes,2=No: VWRES

X1000 /mm~3

7. Urine Output/24 hours: VRIAVE m1
HEMATOLOGY -~ . I

8. Hct: O MerL Herd %

9. WBC: N WRBEL wiBcH  /mmr3
10.Platelets (lowest): PLpE -

Part 02:02 APACHE III PHYSIOLOGY NHLBI-9404 Day: 0

- Copy s Investigators: ~ Patient ID:

' USE VALUES FROM 24HRS PRECEDING INITIAL VENT CHANGES

CHEMISTRY f . Lowest - Highest

11. Serum Sodium: . - . so0Turnt- soldyrid meq/L

12. Serum Potassium: TAsL. - PotAsn  meq/L. |

-13. Serum BUN (highest): . vy  mg/dl

14. Serum Creatinine: ‘ CREAIL  (REATH mg/dl

15. Serum Glucose: | AR 6LucH wmg/dl .
16. Serum Albumin: ALgunt ALBuiny  g/dl !
17. Serum Bilirubin (highest): G mg/dl
18. Serum Bicarbonate (lowest): BICAR meq/L :

PHYsTO

age ID: [ 105 ] _ Print Count: {771
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Part 01:01 APACHE - ABG NHLBI-9404 "Day: o0

Copy : Investigator: : Patient ID:

Visit Date:|[/DGrF

REPORT ALL ABG’S IN THE 24HRS PRECEDING INITIAL VENT CHANGE

Fioz Pao2 Paco2 pH Intubated when ABG obtained
' mmHg mmHtg ' 1=Yes, 2=No

1. FIoZl  Paodl ~ Pacol) PH I INTUBATE |
2. 2 a 2 A _ 2
3. 3 __3 3 3 - 3
Y 1y — 4 - 4
5. ___-5 __S _._ 3 _ ] .
6. _ b & __ b ___ ¢ _ v, 3
7. ___ 1 7 -7 4 _ g :
8. __ % _9 ___ 8 ¥

A6

:ége ID: [ 106 ) ' Print Count: [ 8 ]
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Part 01:02 VITAL SIGHS NHLBI-9404 Day: 0O

Copy : Investigator: : Patient ID:

Date: D717

1. Date and time of current intubation: JATUBDT ZTwyypm

ITEMS 2-5 ARE MOST RECENT IN THE 4HRS PRECEDING INITIAL VENT CHANGE

2. Heart Rate: HAATE bpm

3. Systolic BP: sYsSRBP mmHg

4. Diastolic BP: _ DrABP  mmHg

5. Temperature: TEMPEC C TENPELF
6. Height - RELEHTe om  HEHrr in
7. IBW: _ A IBu kg (computed)

8. Weight: WEILpTK kg weIgurl 1lbs
9. Fluid Intake/24 hours: fLyrpr ml : :
10.Fluid Output/24 hours: FLUrpy mi

Part 02:02 VITAL SIGNS NHLBI-9404 ~ Day: O

Copy _ : . Investigator: _ _ . Patient ID:

ITEMS 11-16 ARE MOST RECENT IN 24HRS

—— ——— i

11. Hct: - ' C %

Her :
12. WBC: WR¢e  /mm~3
13. Total Bilirubin: - Brxr mgrdl
14. AST: AST Units/L
15. ALT: ALT Units/L
l6. Alkallne Phosphatase- ALk

Units/I

Collect blood for cytoklnes and urine for thromboxane metabol:.tes
; o prlor to initial vent change

VITAL

Page ID: [ 107 ] S Print Count: [ 9 ]
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Part 01:02 VENTILATOR PARAMETERS NHIBI-9404 Day: 0

Copy __ :_ Investigator: ~ Patient ID:

MOST RECENT IN 4HR INTERVAL BEFORE INITIAL VENT CHANGE Date VDP
‘Initial Vent Change Time: VENTCH™N
1. Ventilator Manufacturer and Model: v/MoDEL
l=Puritan~Bennett 7200, 2=Servc 9000,
3=8ervo 300, 4—Hamm11ton Veolar/Amadeus,
_ 5=Bird 8400, 6=Bear 1000, 7=0ther
2. Ventilator Mode (All that apply)

2.1 SIMV © 1=Yes,2=No:gm¥2.2 Pressure Support 1=Yes, Z—No' psuPP -
2.3 Assist/Control 1=Yes , 2=NO :As95512 . 4 Pressure Control 1=Yes,2=No: fot/
2.5 PC IRV _ . 1=Yes, 2=No: Pc:tN/Z 6 Other 1=Yes,2=No: J-)TﬁgRsp
3. Calculated Delivered T1da1 Volume: = 7rOB. ml
- (If on Volume Cycled Mode) onteR
4. Pressure Control Level: Pawz_ cm H20
.(If on Pressure Control Ventllatlon)
5. Pressure Support: : PsvPL cm H20

(If on Pressure Support Ventilation)

Part 02:02 VENTILATOR PARAMETERS NHLBI-9404 ‘Day: 0

Copy : Investigator: : . Patient ID:

6. Set Rate: . ‘ S 'GBP_T{Z' . breaths/min.
7. Total Respiratory Rate: u - TRESPR breaths/min.
8. Total Minute Ventilation: . o Tthivyr L/min

9. PEEP: ' N G om H20

10. Plateau Pressure
Pstat #1 0.5 second end—lnsplratory pause' Psmn cm H20
Pstat #2 0.5 second end-inspiratory pause: Psm_l cm H20
Pstat #3 0.5 second end-inspiratory pause' PSTHTB cm H20

11. Peak Inspiratory Pressure: PEAR ~ cm H20
12. I:E Ratio: _ ' Iﬁm’g E ﬁrm : o
13. Mean A:Lrway Pressure: _ : o /PPRES  cm H20
14. Fio2: i | o Fzod
15. Pa02 on current FJ.O2' ' ' L PRg2. © mmHg
16. PaC02 on current ventilator settlngs' Prrod. mmHg
'17. Arterial pH' o o ARTPH
18. Sp02 on current Fio2: . L gsPo2 %
vEnr
Page ID: [ 108 ] | -+ “Print Count: [ 10 ]
NOTE that this baseline 'Vent' ) | o
form was joined with th'e on-study e | g“.’é ) |
'Vent' form (page 13) to create T v e
the electronic ‘vent' table that it you - Nf J,L O e
have recelved
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NOTE that this baseline 'Vent' form was joined with the on-study 'Vent' form (page 13) to create the electronic 'vent' table that you have received.


09/22/99 WED 02:52 FAX do11

Part 01:01 - CHEST X-RAY/BAROTRAUMA NHLBI-9404 Day:0
 Copy : Investigator: Patient ID:
Date: yDRTE

MOST RECENT CXR PRIOR TO INITIAL VENT CHANGE

1. Radiographic Lung Ir_1jury Score (# of quadrants 0~-4)- ﬁPQLIS

2. Barotrauma: -

Pneumocthoraces ' 1=Right, 2=Left,3=Bilateral, 4=None: @ﬂﬁd(
Subcutaneous emphysema 1=Yes ,2=No: PBAROA
Pneumonediastinum 1=Yes,2=No: . BAfs3

Pneumatoceles > 2 cm diam 1=Right,2=Left, 3=Bilateral, 4—None. BhRoY -

3. Chest Tube : | 1=Right, 2=Left,3=Bilateral, 4=None : CTV BE

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

Y

OSCHEST
Part 01:01 MEDICATION REPORT NHLBI-9404 Day:0 "
Copy i ;x_westigator: | o ~ Patient ID: B
i MOST RECENT WITHIN 24HRS pate: D ATE
1=Yes,2=No: . ~ Initial-Vent Change Time: VEwTcnIr]

SEORT 1. Sedative/Tranquilizers .
(benzodiazepines, narcotlcs barblturates spropofol)
BLockeR2. Neuromuscular Blocklng Agents
FlBuch3. H2 Blockers? '
ANTBrs 4. Erythromycln, clarlthromyczl.n ;s O other macrolide antlblotlcs
VASpP . 5. Has patlent received any vasopressors in the. past 24 hrs.?

STUDY DRUG MUST BE ADMINISTEREQ WITHIN 4HRS OF RANDOMIZATION
; _

6. Date first dose of study drug administered: 57 DRUG DY
7. Time first dose of study drug admlnlstered 5T'Uﬂ]:6m

NOTE that this baseline Medication Report form was joined with the on-study Medication Report
form (page 14) to create the electronic 'med' table that you have-received.

MED

Page ID: [ 109 1 o T | - Print Count: .[ 11] B
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NOTE that this baseline Chest XRay form was joined with the on-study Chest XRay form (page 14) to create the electronic 'oschest' table that you have received.

amk30
NOTE that this baseline Medication Report form was joined with the on-study Medication Report form (page 14) to create the electronic 'med' table that you have received.


09/22/99 WED 02:53 FAX 012

Part 01:01 GLASGOW COMA NHIBI-~-9404 Day: 0
Copy : Investigator: . Patient ID:
Date: |/ DATE

1. Is patient on a sedative or neuromuscular blocker? 1=Yes,b2=No: Qx,Df}TE
If yes, use best estimate

‘2. Eye OpenJ.ng Score 4= Spontaneous, 3=To Voice, 2‘=Tor Pain, i=None:_kf VE.
3. Motor Response Score [ i ' - NoToR

6=Obeys Commands, 5=Localizes to Pain, 4=Flexor Withdrawal,
3=Abnorma1 Flexion, 2=Extension, 1=Flaccid:

4. Verbal Response Score OR on Ventilator - VERBAL
5=Oriented, - 5=Appears Oriented, o
4=Confused, 3=Quesionably Oriented,
3=Inappropriate, _ : .1=Generally Unresponsive
2=Incomprehensible, ! : : o -
1=None : : ' Total: TOTHL

GLASGOW

Page ID: [ 110 ] ' .> ' Print Count: [ 12 ]
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09/22/99 WED 02:53 FAX

Part 01:02 ON STUDY VENTILATOR PARAMETERS NHLBI-9404 Day: 1

— i —— e

— S e e o S

Copy | : Investigator: Patient ID:

i1F ON POSITIVE PRESSURE VENT DURING REFERENCE PERIOD Date: VDBTE
0600-1000. IF MORE THAN ONE VALUE, USE MOST RECENT.
IF ABG AVAILABLE IN REFERENCE PERIOD, USE CLOSEST TO REFERENCE PERIOD
ON SAME CALENDAR YEAR. .
1. Ventilator Manufacturer and Model: VAODEL

1=Puritan-Bennett 7200, 2=Servo 9000,

3=Servo 300, 4=Hammilton Veolar/Amadeus,

5=Bird 8400, 6=Bear 1000, 7=Other
2. Ventilator Mode (All that apply)

2.1 Assist/control 1=Yes,2=No: ASSI5T
2.2 Pressure Support l=Yes,2=No: PSypp ‘
2.3 Unassisted Breathing 1=Yes,2=No: vArdsLs i
3. Calculated Delivered Tidal Volume: TI0AL m1 ;
(If on Volume Cycled Mode)
4. Pressure Support: : PsuPL. cm H20

(If on Pressure Support Ventilation)

Part 02:02 ON STUDY VENTILATOR PARAMETERS NHLBI-9404 Day: 1

i S S . . . i S —— i T By} T o S i -

Copy : - Investigator: ' Patient ID:

5. ©Set Rate: : A SARTE  breaths/min.
6. Total Respiratory Rate: TRESPR breaths/min.
7. Total Minute Ventilation: . TAYvAT L/min

8. PEEP: ' ‘

PEEP cm H20
9. Plateau Pressure _ : - ' _
Pstat #1 0.5 second end-inspiratory pause: {7877 cm H20
Pstat #2 0.5 second end-inspiratory pause: PsTATA cm H20
Pstat #3 0.5 second end-inspiratory pause: PSIAT3 - cm H20

10. Peak Inspiratory Pressure: ‘ PEAR @ cm H20
11. I:E Ratio: ' SApTES : gRRTIO
12. Mean Airway Pressure: : IMBPRFS | cm H20
13. Fio2: : . | : FICd |
14. Pa02 on current Fio2: : ' PoCl. © mmHg
15. PaCO2 on current ventilator settings: PACO,. @ mmHg
16. Arterial pH: ' gAren .
17. Sp02 on current Fio2: - Spp %
VENT
Page ID: [ 202 ] B Print Count: [ 14 }

NOTE that this on-study 'Vent' form was joined with the baseling ‘Vent' form
(page 10) to create the electronic 'vent' table that you have received.
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NOTE that this on-study 'Vent' form was joined with the baseline 'Vent' form (page 10) to create the electronic 'vent' table that you have received.
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09/22/99 WED 02:54 FAX do1

3

Part 01:01 ' CHEST X~RAY/BAROTRAUMA NHLBI-9404 Day:1

. Copy : Investigator: Patient ID:

e —
A

Ee Date: VDATE
Use first CXR in the reference period 06:00-10:00. If unavailable
in reference perlod use first CXR this calendar day.

). Radiographic Lung Injury Score (# of quadrants 0-4) H_F}DLIS
2. Barotrauma: -
Pneumothoraces - 1=Right,2=left,3=Bilateral ;4=None: § pROI
Subcutaneous emphysema 1=Yes,2=No: BAAIL
Pneumomediastinum - . 1=Yes,2=No: Pphs>

Pneumatoceles > 2°cm diam 21=Right,2=Ieft, 3—Bllatera1 4=None: {BphoYy

3. Chest Tube * _ ' 1=Right, 2=Teft P _3—B11ateral ‘ 4=None: CTUBE

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

QsCHEST .
Part 01:01 | MEDICATION REPORT NHLBI-9404 ‘Day:1l
Copy _ : Ix_westiga'tor: S Patient ID:
B ' INDICATE'1=;ES,2=N0-IF ANY OF ;HE FOL£OWING : —h_gate- Maﬁfz-

MEDTCATTONS WERE ADMINISTERED THIS CALENDAR DAY

SEPRT 1. Sedative/Tranquilizers
: (benzodiazepines,narcotics barb:.turates,propofol)
BLOCAER2. Neuromuscular Blocking Agents
HABloch3. H2 Blockers?
' THE FOLLOWING DRUGS ARE DISCOURAGED BY THE PROTOCOL
KETO 4a. Ketoconazole AY( 4b. Fluconazole ITRA 4c. Itraconazole :
_ THE FOLLOWING DRUGS ARE PROHIBITED BY THE PROTOQOCOL . 5
FSTEM1 Sa. Astemizole TERF 5b. Terfenadine cIsP S5c. Cisapride |
: EXPERIMENTAL THERAPIES - '
W3TRIC 6a. Nitric oxide 5YNf 6b. Surfactant PAATLY 6c. Partial Liquid Vent.
gcne 7a. ECMO : Tvox 7b. IVOX . ' HFvHFg 7c. HFV or HFO
?ﬂgmr- 7d. Prone Positioning

Anters 8. Erythromycin, clarlthromyc1n, or other macrollde antlblotn.cs

MED
Page ID: [ 203 ] : _Print Count: [ 15 ]

NOTE that this an-study Medlcatlon Report form was joined with the baseline Medication Report
~|form (page 11) to create the electronic 'med' table t.hat you have received.-
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NOTE that this on-study Chest XRay form was joined with the baseline Chest XRay form (page 11) to create the electronic 'oschest' table that you have received.

amk30
NOTE that this on-study Medication Report form was joined with the baseline Medication Report form (page 11) to create the electronic 'med' table that you have received.
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015

Part 01:02 WEANING/DRUG DISCONTINUATION NHLBI-9404 Day:1
Copy : Investigator: Patient ID:
DURING PREVIOUS 24 HOURS: Date: VDRTE

1. Was study drug administered? 1=Yes,2=No: W gAIN
2. At 0600, was the patient on: w AN

1—Volu.me Assist/Control Ventilation

2=Pressure Support Ventilation

3=Unassisted Breathing 1=Yes , 2=No

o a 3=Not trled/Evaluated
3. Pbid patient meet weaning evaluation criteria? , WI: hY.
4. Did patient tolerate 5 minute CPAP Trial? weayn/
5. Did patient tolerate attempts to wean PS by 5 cm H20? WEA S
6. If patient tolerated PSV=5, did patient tolerate ‘ .

ventilator removal > 2 hours? W AV
7. Did patient complete 48 hours of una551sted breathlng

on this’calendar day? - weAwW
Part 02:02 WEANING/DRUG DISCONTINUATION NHLBI~9404 Day:1
Copy = ~ Investigator: Patient ID:

Enter flrst value in four hour interval ON OR AFTER time

of ventilator check

Selected Tlme of ventilator check: VE/UTC!'LTIT_

8. Fio2: : - FIOL

8. calculated Del:{.vered Tidal Volume: r:QﬂL ml

10. PEEP: PEEP c©m H20
11. Set Rate: SRBTE .

12. Pplat Mid 7 pPLAr  com H20

Enter last value in the ntour hour interval ON OR PRIOR 'I'O tlme

of ventilator check

13. pH:. o ' PH

14.

Spo2: - SPoa %

WERN

Page ID: [ 204 ] ‘ . Print Count: { 16 ]
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'

016

BRUSSELS TABLE DAYS 0-14 NHLBI~9404

Part 01:02 Day: ALIL
Copy : Investigator: Patient ID:
24HR WORST VALUE o
' Syst Pa02/ Platelets Creat- Bili- Vasopressor
ate BP Fio2 X 1000 inine . rubin 1=Y,2=N
Day 0.5 VUATEG  SyspPo PAFLz . PLATIZs  CREAT® - BXize VAsos
Day 1 i b 1 | ! -\ o}
Day 2 ’g A ' * A A _ /A
Day 3 . 3 7 3 3 3 3 . 73
~Day 4 Y Y y ! Y 4 Y _ 4
Day 5 5 S s s 'S S _ S
Day 6 b - b ' ¢ b { b
Day 7 - riE 7 7 . 7 7 7 7
Day 8 2 8. 7 7 L § g - 3
Day 9 1 9 1 q - 11 q —q
Day 10 o o lo le o 0 _.e
Day 11 -~} . i ¥ 14 it )
Day 12 P »N (N (3 N N - N _
Part 02:02 BRUSSELS TABLE DAYS 0-14 NHLBI-9404 - Day: ALL
Copy - Investigator: . Patient ID:
24HR WORST VAIUE o : __ o R _
s ‘ Syst Pa02/ Platelets Creat- Bili- Vasopressor =
Date BP Fio2 X 1000 inine rubin 1=Y,2=N
Day 13 IR 1) 13 o 13 U
Day 14 1M & 4 - 1y 1Y 1Y
gRUSS

- Page ID: [ 3001 ]

Print Count: [ 69 ]
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B
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Part 01:01

BRUSSELS TABLE DAYS 15-28 NHLBI-9404

Day: ALL

copy R T

—— e —

Investigator:

PatientlID:

24HR WORST VALUE Syst ©Pa02/ -Platelets Creat-

Day
Day
Day
Day
Day

Day.
Day

Day
Day
" Day

Day.

Day
Day
Day

Date

15 VARIED

16
17
18
19
20
21
22
23
24
25
26
27
28

BP

Fio2

¥frs  PAELS

X 1000

L AT

T

!

F\i

-

. -,

inine

Bili- Vasopressor
rubin =Y, 2=N

cREBATe
{

BILLC | hso D
‘ ]

T

7 ot

- —_ .

-

l s

-

v

Page ID: [ 3002 ]

A

Print Count: [ 70 ]
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-
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Part 01:01 SPECIMEN COLLECTION NHLBI-9404 Day: Arg,
Copy s Investigator: Patient ID:
SR : Date: i DA
Day O 1=Yes, 2=No Date ‘
Blood for cytokine Broob i BLPTT
Urine for Thromboxane Metab vAswEl URpr|
-. Day 1 ' ' '
-~ . Blood for cytokine Blosp), GLITA
Urine for Thromboxane Metab VATNVED. RDTL
Day 3 ; 7 ‘ o
Blood for cytokine BLooo3 BLDT3

~ Urine for Thromboxane Metab |)awe3 URDT3

Study Drug given st D8BIe STDAUGCOT
Time Study Drug given : ' ST ORVer71
Blood for Ketoconazole BlooDK BLYKDT
Time ' BLpKr~

SPEC Lo _

Page ID: [ 3004 )

Print Count: [ 72 ]
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09/22/99 WED 02:57 FAX

-

Part 01:02 ADVERSE EVENT REPORT NHIBI-5404 Day: ALL
Copy : Investigator: Patient ID:
1. Date of event: BvD BT E 2. Time of event: eVIr -

3. Specified event: SPEUAT ‘
1=Increased Intracranial Pressure 2=Gastrointestinal Bleed

3=Arrhythmia : 4=Hepatitis - 5=Other adverse event
Other Specify: Ori#ER INOTE that variables
. _ ' 'QTHER' and 'DESC' are
4. Describe event or probilem: o not included in‘the
DEsC - | - |

limited access dataset,
in compliance with
non-identifiability
requirements.’ !

5. Severity of event (1=mild, 2=moderate, 3=severe): S EVER :
€. Did AE require therapeutic intervention to prevent -
bermanent impairment/damage? (1=Yes,2=No): - THEAPRP
Part 02:02 ADVERSE EVENT REPORT . NHLBI-9404 Day: ALL
Copy _ :  Investigator: Patient ID:-
‘ : - ' _ . l=Y¥es,2=No .
7. Was the patient in immediate risk of death due to the event? RISnDE
8. Did the patient die as a result of the event? ‘ _ Dre
9. Was the event unexpected in ARDS Or more severe or frequent -
than expected in ARDS? (1=yes, 2=no, 3=unknown): - EXPECT
10. Causal relationship to study drug: CRUSAL
1=definitely associated 2=probably associated
3=possible association = -~ 4=probably not associated
5=definitely not associated 6=uncertain association
1l. Was study drug discontinued as a result of this event? DFSC

12. Was patient withdrawn from the ventilator because of event? - WDRBW
13. OQutcome to date:! . : A e . : :

b S T o QUTCOnE
l=recovered - date: RECDT . 2=AE present, no treatment '
3=AE present/being treated 4=residual effect/no treatment

5=residual effect/being treated 6=deceased

PER

Page ID: [ 3003 } Print Count: [ 71 )
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NOTE that variables 'OTHER' and 'DESC' are not included in the limited access dataset, in compliance with non-identifiability requirements.


1020
09/22/99 WED 02:57 FAX 4

-

Part 01:02 STUDY TERMINATION NHLBI-9404 Day:ALl

Copy : Investigator: Patient ID:

Complete this form when the patient: 1) goes home with unassisted
breathing or sustains unassisted breathing at home for more than
48 hours or 2) dies (whichever comes first). For patients alive -
after day 28 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 1 or 2 occurs or the patient survives 180 days at
any location with or without assisted breathing.
1. Patient Status: L

1=Home with unassisted breathing '

2=Dead prior to discharge home with unassisted breathing or

dead prior to achieving unassisted breathing at home for 48 hrs

3=0Other oot _ _ -
la.If 1, date discharged home on unassisted breathing: STIOT
1b.If 2, date of death: o _ ' ST . 0T
lc.If 3, date of last patient contact: : A sT3IDT
Part 02:02 | STUDY TERMINATION NHLBI-9404 ' Day:ALn -
Copy T Investigators: ‘ ' 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: UWNASSTST
2a.Tf Yes, beginning date of period of unassisted breathing: ynA0T .
3. Did the patient return to assisted breathing during the o

first 28 days? . 1=Yes,2=No: ASs51sT
3a.If Yes, number of calendar dates on which the patient re-

gquired assisted breathing between the date 2a and day 28: _ﬁgDﬁVS
4. Was the patient discharged ative from ICU during the -

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

28 days? 1=Yes,2=No: RIcv
Sa.If Yes, number of calendar dates on which the patient o
received any ICU~care between the date 4a and day 28: Ricvoavs
6. Patient discharged alive from study hospital? 1=Yes,2=No: ALIVE
6a.If Yes, date of discharge alive from hospital: : fLIveDdr

TEAM

Page ID: [ 3005 ] : _ Print Count: [ 73 )




09/22/99 WED 02:58 FAX do21

-

Part 01:01 ADDITIONAL COMMENTS NHLBI-9404 Day: ALL
Copy : Investigator: Patient ID:
Form Name: £FRIVAME o

- Ttem Number: tyE/fi/or .Date- YDATE

Day Number: pAvAuM

Conmment .
cCorinend

| c_afh-ﬁ-fﬂ/r

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: [ 3006 ]
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	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


