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Aim
To compare pharmacological treatment
costs of rFVIIa and pd-FVII for the
management of bleeding events and
surgical procedures in patients with

Factor VII Deficiency™™ in Colombia,
from a third-party payer perspective.

Introduction

Management of acute bleeding events in
patients with Factor VII Deficiency requires use of
procoagulant therapies that are associated with
substantial pharmaceutical costs. In Colombia,
recombinant activated factor VII (rFVIIa) and
plasma-derived factor VII concentrate (pd-FVII) are
therapeutic options used across different bleeding
severities and surgical settings.

Comparative cost evidence across
clinically relevant scenarios is needed to
support efficient resource allocation
within the health system.

Key Words

Factor VII deficiency: presents with a wide spectrum of symptoms related to low levels of factor VII.
The most common symptoms are excessive bleeding after invasive procedures; heavy menstrual
bleeding; and bleeding in the mucous membranes, joints and muscles.™

Mild or moderate bleeding: includes bleeding episodes that can be controlled with low to
intermediate doses of recombinant factor VII (15-30 mcg/kqg) or plasma derivative (15-20 IU/kQg). They
generally require repeated administration every 4-6 hours until clinical control.4678

Severe bleeding: hemorrhages that are life-threatening, compromise vital organs, or do not resolve
with initial treatment. They are treated with similar doses of recombinant factor VII (15-30 mcg/kg),
but with greater intensity of administration of plasma concentrate (30-40 IU/kq), initially every 2-4
hours and then every 4-6 hours depending on clinical evolution.>57:8

Major surgery: includes large surgical procedures, with a high risk of bleeding. Management is
comparable to that of severe bleeding, using recombinant factor VII (15-30 mcg/kg) or plasma
concentrate (30-40 IU/kg), administered every 4-6 hours to maintain perioperative hemostasis.>%"#

Minor surgery: surgical procedures with low bleeding risk. Recombinant factor VII (15-30 mcg/kg) or
plasma concentrate (15-30 IU/kg) is recommended, usually in a single dose, with the possibility of
repeating it if bleeding persists.>678
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Table 1: Dosage by type of bleeding rFVIIa’

Key
considerations

The dosages of each technology from their pivotal
studies were considered, according to the type of
bleeding and the equivalence to vials was carried out,
contemplating the waste of doses due to the
indication of mg and/or iu per kilogram of the
patient's weight.

(
rFVIIa
Types of ) Dosage
bleeding Indication ~ Minimum  Average Maximum mealizlrte?:nent Frecuency
Mild or moderate bleeding 15-30 15 22.5 30 mcg/Kg  every 4-6 hours
. every 2-4 hours
Severe bleeding 15-30 15 22.5 30 mcg/Kg initially, then
every 4-6 hours
Major surgery 15-30 15 22.5 30 mcg/Kg  every 4-6 hours
in one dose and
Minor surgery 15-30 15 22.5 30 mcg/Kg repeat if
bleeding
continues
\ J

Table 2: Dosage by type of bleeding plasma-derived factor VII°
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Results

more than 18 kg under single-dose regimens.

is between

In severe bleeding or major surgery, rFVIIa was associated with lower
pharmacological costs compared with pd-FVII in patients weighing

Table 1: The cost of treating severe bleeding in a man weighing 20Kq

EET165

Table 2: The cost of treating severe bleeding in a man weighing 30Kq
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The price per minimum unit of cocentration (mg and IU) and per vial was estimated from SISMED 2024

(2) following the IETS methodology (1). The maximum sale price was also consulted from circular 019 of

2024 (3).

The body weight
threshold at which

A patient with severe bleeding requires an average of 0.45 mg with rFVIIa and 700 IU with pd-FVIL.
Treatment with rFVIIa will result in an average cost savings of $14,288USD compared to pd-FVIL
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The price per minimum unit of concentration (mg and IU) and per vial was estimated from SISMED

2024 (2) following the IETS methodology (1). The maximum sale price was also consulted from circular

019 of 2024 (3).

A patient with severe bleeding requires an average of 0.45 mg con rFVIIa and 700 UI with pd-FVIL
Treatment with rFVIIa will result in average cost savings of $14,288USD compared to pd-FVIL.

rFVIIa became
cost-saving

N L

decreased as dosing
J frequency increased.

Finally, the assumption of treating a cohort of 4 patients in need of management in major
surgery was analyzed, and it was concluded that avoided costs were generated with the

use of rFVIla.

Table 3: The total cost of treating 4 patients with major surgery
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j For mild or moderate bleeding and

minor surgery, cost advantages for rFVIIa
were observed primarily in higher-weight
patients (>30 kq).

f 1
pd-FVII
Types of Urit of i Dosage
. .. . . . recuency
bleedmg Indication Minimum Average Maximum B —
Mild or moderate bleeding 15-20 15 17.5 20 Ul/kg every 4-6 hours

Severe bleeding 15-20 30

35 40 Ul/kg

every 2-4 hours
initially, then
every 4-6 hours

Major surgery 15-20 30

35 40 Ul/kg

every 4-6 hours

Minor surgery 15-20 15

in one dose and

22.5 30 Ul/kg repeat if

bleeding
continues

N

The unit cost of medications was carried out
following the recommendations of the IETS
economic evaluation manual. Sales reports from
the institutional channel corresponding to the 4
quarters of the year of analysis were obtained.
With this information, the minimum, average and
maximum weighted price per minimum unit of
concentration for the medications in their
different presentations was calculated.>?

In severe bleeding or
major surgery, rFVIIa was
associated with lower
pharmacological costs
compared with pd-FVII in
patients weighing more
than 18 kg under
single-dose regimens.

Summary

For mild or
moderate bleeding
and minor surgery,
cost advantages for
rFVIIa were
observed primarily
in higher-weight

patients (>30 kg). The body weight

threshold at which
rFVIla became
cost-saving decreased
as dosing frequency
increased.
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The price per minimum uit of concentration (mg and IU) and per vial was estimated form SISMED 2024
(2) following the IETS methodology (1). The maximum sale price was also consulted from circular 019 of

2024 (3).

Treating a cohort 4 patients with major surgery with rFVIIa will generate an average cost savings of
-$9,623,723 compared to pd-FVII.

\

I

J

Conclusion

From the Colombian payer

perspective, rFVIIa demonstrates

lower pharmacological costs than
pd-FVII in patients with Factor VII
deficiency: - Higher body weight -

Multiple-dose regimens -
Management of severe bleeding
or major surgical procedures.
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