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MusuaLy

Background: There has been increasing off-label use of recombinant acti-
vated factor VII (rFVIla/NovoSeven; Novo Nordisk, Bagsvaerd, Denmark) for
patients with critical bleeding. Given the lack of high-level evidence, the
clinical indications, observed response and adverse events arc important to
capture

Methods: The Haemostasis Registry collects retrospective and contemporane-
ous data on all use of rFVIla at participating institutions for non-haemophiliac
patients with critical bleeding (i.e. off-label use).

Results: As of October 2006, 694 cases had been reported into the register
from 37 hospitals across Australia and New Zealand. These comprise an array
of therapeutic categories, including salvage use in: perioperative cardiothoracic
surgery (44%), trauma (16%), medical bleeding (9%), obstetric bleeding (4%)
and other types of critical bleeding (28%). Patients reccived a median (inter-
quartile range) dose of 91 pg/kg (75-103) and 83% of patients received a sin-
gle dose of rFVIla. The documented response rate (o a single dose of rFVila
was 69%. The 28-day survival was 68%, but varied with clinical category. The
rate of adverse events probably or possibly linked to the use of rFVIla was 6%,
with most of the thromboembolic adverse events occurring in the cardiac
surgery group.

Conclusion: The Haemostasis Registry cannot replace well-designed prospec-
tive randomized controlled trials, but in their absence this registry provides
a basis for understanding current clinical experience of rFVila. Registries
continue to be vital in monitoring off-label uses of medications.
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Background. Data from the Australian and New Zea-
land Haemostasis Registry (ANZHR) were used to report
on the efficacy, mortality, and outcomes of a cohort of
cardiac surgical canes receiving activated
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after the FVIIa duse compared with before was 4 U,
Response was reduced in patients with a lown haselinﬂ

factor VIT (eFViLa).

Methods. The ANZHR collects retrospective and con-
temporaneous data on the use of FVIfa in patients with
etitical bleeding from hospitals throughout Australia and
New Zealand, Participating centers comemit 1o the collec-

and pla‘le(c(s), the number of
red blood u-u nits ranstosed betere sV I, advanced age,
more camplex operations, hypothennia, and acidosis. Re-
sponders had a significantly reduced mortality (p < C.00D.
The percentage of patients alive at 28 days was 95% if
bleeding ceased affer FFVIls, 86% if bleeding reduced, and

tion of data un aft patients without & hilia treated
with rI'VTIa, which limits bias and prevents the reporting
of only positive or anecdotal experiences.

Results. At Septentber 2006, the cardiae surgical cobart
vomprised 304 pationts (43%) of a total of 695 casps reported
to the ANZFR from 46 hospitals. The 303 cases date from
January 2001, The median patient age was 66 yeors (infer-
quartife range [IOR], 33 to 75 years), aind 73% were men.
After aduinistration of fFV Tz, all blend product usage wis
significantly redused. Patients reveived a median dose of 93
gl O, 87 10 302), andd 85% of patients received a single
dose, The documented response rate to a single dose of
*FVIa was 84%, of which 23% reported cessation of bleed-
ing and §1% reported a reduction in bleeding. Patients
received a median volume of 6 U of ved blood cells before
tFV1la teeatment, The median reduction in red blood cells
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0% for A 7% adverse event rate attributed
as “probably™ or “possibly” assodiated with FViia was
ried with a 4% repoded thramboembotic event rate.
Corciusions. Recombinant FVIla is a potential rescue
therapy in severe uncontrollable critical bleeding aiter
cordiac operations, The observed response sate was high,
and tespanse was assocated with improved mortality.
‘There was an abserved reduction in bond product usage
afterxFVHa. The adverse event rate reported was siolar to
dverse event sates cardiar surgical
patients. In the absence of randomized controtled teials, this
Tegisiry provides a basis for undesstanding cunent elinical
practice with sFVIka in cardiac surgical procedures,

(Ann Thotac Surg, 20088583644}
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