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Abstract

BACKGROUND: INTERCEPT™ (I-FFP)
prepared by photochemical treatment with amotosalen
and UVA light to inactivate pathogens in single plasma
units was registered by Afssaps in 2007. EFS-Alsace
provides blood components for approximately 2
million inhabitants in the Alsace region. EFS-Alsace

Plasma

implemented universal routine production of I-FFP in
2007 in place of quarantine plasma (Q-FFP). TPE is the
mainstay therapy for thrombotic microangiopathies
(TMA) including thrombotic thrombocytopenic purpura
(TTP) and adult hemolytic uremic syndrome (HUS). A
prior randomized, controlled clinical trial of TPE for TTP
demonstrated I-FFP was comparable to conventional
FFP (Transfusion 2006; 46: 1693).

AIMS: To further assess the efficacy and safety of I-FFP
for TPE of TMA we reviewed our experience during a 1
year period of routine I-FFP use and compared it to a
year before where we used (Q-FFP) for TPE.

METHODS: Patients (pts) with a clinical diagnosis of
TTP or HUS received TPE (1.0 to 1.5 blood volumes)
with |-FFP per conventional standard of care. The
proportion of patients achieving remission (platelet
count > 150 x 10% L for 2 consecutive days without
neurologic or renal progression) and the global safety
profile were assessed. Secondary endpoints were:
volume of plasma used and number of TPE.

RESULTS: 11 patients, mean age of 45 yr, 54%
female, received TPE with I-FFP. 90.9% of patients
achieved remission. The mean number of TPE was 16
(median 10, range 1 - 71). The mean plasma volume
infused per patient was 33.2L (median 17.4L, range
1.1-158.8L). These results are not different from those
observed with Q-FFP. No patients had an adverse

Background

INTERCEPT™ Plasma (I-FFP) prepared by photochemical
treatment with amotosalen and UVA light (Figure 1) to
inactivate pathogens in single plasma units was registered
by the medicinal authority of France (Afssaps) in 2007. EFS-
Alsace implemented universal routine production of I-FFP in
2007 (Figure 2) in place of quarantine plasma (Q-FFP). EFS-
Alsace provides blood components for approximately 2 million
inhabitants in the Alsace region. TPE is the mainstay therapy
for thrombotic microangiopathies (TMA) including thrombotic

Figure 1: INTERCEPT Mechanism of Action

The INTERCEPT Blood System uses a combination of
amotosalen HCI and long wavelength ultraviolet A (UVA)
light. The amotosalen compound penetrates cellular and
nuclear membranes and intercalates into the helical regions
of DNA and RNA. Covalent crosslinks to the nucleic acid
base pairs form upon exposure to UVA light, blocking DNA
and RNA replication. This process inactivates leukocytes
and pathogens, rendering them unable to cause disease,
while retaining the function of plasma/platelets, which do
not require nucleic acid replication for therapeutic efficacy.
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thrombocytopenic purpura (TTP) and adult hemolytic uremic
syndrome (HUS). A prior randomized, controlled clinical
trial of TPE for TTP demonstrated I-FFP was comparable to
conventional FFP (Transfusion 2006; 46: 1693). To further
assess the efficacy and safety of I-FFP for TPE of TMA we
reviewed our experience during a 1 year period of routine
I-FFP use and compared it to a year before where we used
quarantine plasma (Q-FFP) for TPE.

Figure 2: The INTERCEPT Blood System for Plasma

Using a sterile connecting device (SCD), the plasma container
is sterilely connected to the INTERCEPT kit. Amotosalen (1)
is added by gravity flow and the plasma mixture is illuminated
with UVA light (2). Residual amotosalen and its photoproducts
in the plasma mixture are reduced to low levels using a
compound adsorption device (CAD) (3) before the plasma is
transferred to the storage containers.
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event associated with I-FFP. There were no deaths

and no reports of TRALI. No relapses were observed
in treated patients.

CONCLUSIONS: This 1 year experience with routine
use of I-FFP for TPE in TMA demonstrated efficacy and
safety comparable to prior experience in the treatment
of TMA using conventional quarantine FFP. I-FFP was
well tolerated.

Results

11 patients, mean age of 45 yr, 54% female, received
TPE with I-FFP. 90.9% of patients achieved remission.
The mean number of TPE was 16 (median 10, range
1 - 71). The mean plasma volume infused per patient

Aims
e To implement INTERCEPT Plasma

(I-FFP) into routine production at
EFS Alsace.

e To assess the efficacy and safety of
I-FFP for Therapeutic Plasma Exchange
(TPE) of Thrombotic Microangiopathic
Syndromes (TMA) during a 1 year
period of routine I-FFP use compared
to 1 year prior when quarantine plasma
(Q-FFP) was used for TPE.

Methods

Patients with a clinical diagnosis of TTP or HUS
received TPE (1.0 to 1.5 blood volumes) with I-FFP
per conventional standard of care. The proportion
of patients achieving remission (platelet count > 150
x 10% L for 2 consecutive days without neurologic
or renal progression) and the global safety profile
were assessed. Secondary endpoints were: volume
of plasma used and number of TPE. The proportion
of patients achieving remission, the number of TPE
per patients, and the volume of plasma required per
patient were compared for a one year period using
conventional quarantine plasma (Q-FFP) and for a
one year period using |-FFP.

was 33.2 L (median 17.4 L, range 1.1 — 153.8 L).
These results are not different from those observed

with Q-FFP (Table). No patients had an adverse event
associated with I-FFP. There were no deaths and
no reports of TRALI. No relapses were observed in
treated patients.

Table: Comparison of Q-FFP and I-FFP Required to Treat TMA

Q-FFP period (n=5 patients) I-FFP period (n=11 patients)
Number of plasma Total plasma Number of plasma Total plasma
exchanges/pt infusion Volume/pt (L) exchanges/pt infusion Volume/pt (L)
Mean 12.2 22.1 16 33.2
SD 11.4 21.7 20.7 44.9
Median 8 14.9 10 17.4
Min 3 7.5 1 1.1
Max 32 60.3 71 153.8
p value 0.71 0.61

Conclusions

e The remission rate for treatment of
TMA with I-FFP was high.

¢ The experience with routine use of
I-FFP for TPE in TMA demonstrated
efficacy comparable to prior
experience in the treatment of TMA
using conventional quarantine FFP.

¢ |I-FFP was well tolerated and no
unexpected adverse events were
observed.
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