MICU
STUDY

Venticute
(rSF~C Sur{:actant)



Duration of Studgz
T he studg will be conducted from Januarg 04 until December

31%,2005. | SUHSC expects to enroll aPProximatelg -4
patients per year.

Studg Fopulation:

Fatients with Pneumonia or asPiration of gastric contents.
Fatients must be intubated and mechanicauy ventilated for 18-
48 hours (h) and must, Preclominantlg as a consequence or their
Pneumonia or asPiration, have a F/F ratio of <=150 torr to
enter baseline and of <=170 torr to be randomized and treated.
Objcctive:

Instill Venticute via = T | to demonstrate increase in survival of

Patients with Pneumonia or asPiration of gastric contents.



Studg Groups:

Control:GrouP i, standard care for Patien’cs with Pneumonia or
asPiration who suffer from acute ]ung failure: Patients will
receive an initial aPPIication of Venticute and up to seven
additional aPPlications within 96 h from T o(first aPPlication>.
However, due to the use of b]inding devices which will absorb
the studg drug, no studg drug will reach the Patients’ lung.

T x grouP:GrouP 2, standard care for Patients with Pneumonia
or asPiration who sufferfrom severe acute lung failure Plus
Venticute: Fatients will receive an initial aPPlication of \Venticute

and up to seven additional aPP]ications within 96 h from T o(first

aPP]ication). The blinding devices will allow the drug to reach
the Patient’s lung.



Studg Drug Administration:

Fatients receive Venticute bg intratracheal instillation after
adequate sedation or neuromuscular blockade. Fatients are
alternatc]9 Positioncd in the left or right lateral decubitus
Position. The total volume of clrug Is given in two aliquots via an

intratracheal catheter.

T reatment Overview:

Fatients in both groups will receive initial treatment at To.
T ime points for retreatment are 6,12,24,36,48,72, and 96 hours
after the initial aPPlication, if retreatment criteria are fulfilled at

each time Point.

Time | able: (see attached handout)



OURROLE. ..

Aﬁ:er Studg Approval
Begm ARDénct \/Cﬂtllathﬂ Frotocol (PamPHct Provided on enro”mcnt)

Fcrf:orm vent check
FerForm APG - do not keg into Llﬁ (keeP Printouts in vent drawer)

Calculate P /T ratio (FaOZ/FiOZ)
(>=60torrand <=150torron P F of 5cmHZO)
FerForm I” K (do not transmit — Print director9 of Patient)

2 hours from baseline ventY /AD(

Fcrf:orm vent check
FerForm ABG — keep Printouts in vent drawer (do not keg into LlS)

Calculate F/T ratio
Ra&omization if: 60 torr =< FaOZ/FiOZ <= 170 torr, FEEF>=5, Mean BF>=6O torr



T reatment Period:

Dose Patient
Fchorm 12] ead ONLY if pt cxPcricnccs rhgthm disturbance after drug administration

\/ent checks (Q}.)
ADBG (QQ2)

6,12,24.36,48,72,96h after first dose:
Redose if: F/]: >=608&<=170, FE_E_F>=5
Dayé, C1897, day | 4”, Aayl | s claHZS (as longas ptis on mechanical

venti]ator):

Ferf:orm ABG

FerForm vent checks (retum to Q+ after dag 5 or4 hrs after final dosc)
Dag 28

Fchorm 12 Lead EKG



