Therapeutic Apheresis
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US clinical evaluation of collection
protocol in G-CSF mobilized donors

Amicus Separator

Amicus is able to achieve high MNC
and CD34+ collection efficiencies'

Product contained high viability with
low platelet and red cell contamination




Table 1

Amicus achieved
high collection
efficiencies with
low RBC and
platelet
contamination
in the product

HEALTHY DONOR PARAMETERS

Median Minimum Maximum N
Total Blood Volume (mL) 4276 3256 6203 10
Pre-WBC x 10%/mL 38 17 55 19
Pre-CD34+/uL 7 1 63 19
Pre-Platelets x 10°/mL 192 130 298 19
Weight (kg) 66 53 106 10

Median Minimum Maximum N
Number of Cycles 6 4 8 19
Cycle Volume (mL) 1400 1000 1400 19
Whole Blood Processed (mL) 8313 6590 1M73 19
Procedure Time (hours) 34 29 4.3 19

MNC COLLECTION RESULTS

Median Minimum Maximum N
CD34+ x 10°/kg 238 1.3 7.0 18
Viability (%) 100 95 100 15
Platelets x 10" 0.6 04 0.8 18
Granulocyte (%) 14 4 30 19
Hct (%) 3.8 20 75 14
Volume (mL) 160 122 293 18

PROCEDURE RESULTS

CE1%=

Median Minimum Maximum N
Cells collected CD34+ CE1 (%) 82 35 100 18
AL T post el MNC CE1 (%) 70 40 113 17
concentration X
(Vol. WB processed - Vol. AC used) i
Subject Platelet Loss (%) 7 4 11 18
Platelet CE1 (%) 4 0 6 19

Source

1. FCRP-0297: Investigational Plan for the Harvesting of PBSC in G-CSF and Chemotherapy Mobilized
Patients Using the Amicus Separator, December, 2000

2. Post Hoc Analysis for FCRP-0297, March, 2014. Data on file.

This marking reflects compliance with the applicable
CE Marking requirements for medical devices. 0123

Refer to Amicus Operator’'s Manual for a full list of warnings and cautions associated with the use of the Amicus device.
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