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The Intercept process

Process very similar to platelets
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Amotosalen



Illumination and CAD
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The Intercept guardbands
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Min Max

Volume (including 
anticoagulant) 385 mL 650 mL

Red blood cells 4.109 /L



The Intercept process
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• Final product: 200 ± 20 mL
• In-process loss: 30 mL
• 385 mL < Vol < 430 mL: 1 final bag
• 430 mL < Vol < 630 mL: 2 final bags
• 630 mL < Vol < 650 mL: 3 final bags

Complete freezing within 20 hours post-donation.



Incentive for the introduction of Intercept

• Currently in Lausanne, we buy external quarantine plasma for transfusion

• We seek a valorization of our plasmas in the context of high pressure on 
fractionation plasma prices

• PI may represent a logistically simpler way of producing transfusion 
plasma

• Quarantine plasma is considered as safe against HIV, HBV, HCV, but....
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Emerging diseases

• Episodes of Q fever in Wallis in 1983, in Vaud in 2012 (14 cases, no donor)

• Recurrent epidemies of Q fever in the Netherlands
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Eurosurveillance, Volume 15, Issue 12, 25 March 2010



West Nile Virus in Italy (2009)

Hundreds of horses 
have been affected 

(25% deaths)



Other places, other pathogens...



Chikungunya in Italy



Vector colonization

Aedes Japonicus is a 
vector for yellow fever 

and encephalitis



Efficiency of the Intercept process - viruses
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Efficiency of the Intercept process - bacteria
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Efficiency of the Intercept process - parasites
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Quality of Intercept-treated plasmas
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In vitro coagulation studies

• Validation study performed in three centers (Strasbourg, Lübeck and 
Bergen) on pooled whole blood plasmas and plasmapheresis plasmas

• Plasmas were treated and frozen within eight hours

• All coagulation studies were performed in one site



Schlenke et al, Transfusion 2008;48:697-705
Parameter Reference range Control Intercept Retention

PT (sec) 11.1-13.5 11.8±0.6 12.2±0.6 0.4±0.2
aPTT (sec) 23-35 28.0±2.3 32.1±3.2 4.1±1.2

FI (mg/dL) 200-390 291±49 217±43 74±6

FII (IU/dL) 80-120 105±13 93±13 89±4

FV (IU/dL) 95-170 126±22 122±20 97±3

FVII (IU/dL) 70-175 112±21 90±17 81±3

FVIII (IU/dL) 85-235 131±34 97±29 74±5

FIX (IU/dL) 75-145 94±13 79±11 84±4

FX (IU/dL) 75-130 109±15 96±14 88±3

FXI (IU/dL) 60-150 97±17 84±17 86±6

FXIII (IU/dL) 85-135 116±18 110±17 95±5

PC (IU/dL) 80-140 118±20 101±18 86±6

PS (IU/dL) 85-135 109±20 105±19 97±5

AT (IU/dL) 85-105 98±9 94±9 96±3

AP (IU/dL) 80-150 99±11 82±7 83±6
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Factor retention at 20 hours, thawed plasma

• Factor VIII activity is retained as well when treatment and freezing is 
performed within 20 hours post-collection

• Factor VIII ≥ 50 IU/dL

• Retention ≥ 70%



Status of the project

21



National validation plan
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• Validation plan elaborated in collaboration with Edith Goossenaerts 
(Cerus), David Goslings (BSD Zurich)

• Submitted to Swissmedic in early June 2012

• Questions from Swissmedic in July 2012

• Revision to be submitted next week

• Request for modification to be filed by Cerus (pooling of apheresis plasma, 
guardband on leukocytes)



Validation plan

• Very similar to platelets: one national validation plan with two (?) pilot 
centers

• Pre-validation: preparation of 12 units of plasma ready for Intercept to 
demonstrate the compliance to guardbands (volume, RBC) and establish 
baseline values for Fibrinogen and Factor VIII.

• Validation: 12 Intercept processes with same type of plasma, to check that 
the process is under control (retention of Fibrinogen and Factor VIII, 
amotosalen residual levels) and compliance to Swiss regulations for final 
units (Factor VIII absolute values, leukocyte contaminations)
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To be done before routine

• Implementation / adaptation of plasmapheresis

• Development of a whole-blood process (pooling of 2-6 leukocyte-reduced 
plasmas)

• IT aspects (product codes, pooling, product transformations)

• operational implementation
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Whole blood plasmas - various schemes possibles

25



Pooling number game

• Pools of 2-6 plasmas are filtered (losses of 17 mL per pool)

• In-process losses of 30 mL during Intercept
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Number of plasmas 
(260 mL)

Post-filtration pooled 
volume (mL)

Intercept kits | losses 
(mL)

Final volume (mL) | 
Number of plasmas | 
Excedance (mL)

2 503 1 | 0 mL 473 mL | 2 | 73 mL

3 763 1 | 113 mL 620 mL | 3 | 20 mL

4 1023 2 | 0 mL 962 mL | 4 | 162 mL

5 1283 2 | 0 mL 1223 mL | 6 | 23 mL

6 1543 2 | 243 mL 1240 mL | 6 | 40 mL



Planning

Intercept validation may be done in October-November 2012, but routine 
will not start before early 2013....
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Thank you for your attention
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