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Medical Devices

SD/F Plasma Kit SD/F Cryoprecipitate Kit




Caprylic Acid Ig Rich Plasma Medical
Device

Caprylic acid virus Ultrafiltration Purification and
inactivation system microbial filtration

Pool size: 20 units of convalescent
plasma/FFP/CPP
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V.LP.S. SD Processing System for Cryoprecipitate




‘ V.LP.S. Processing System for Mini Pool
vIPS \’ Intravenous Immunoglobulins.

Part 2-2: Ultra-Filtration Cascade_Dialysis Line

i i) Pt
, 1 D 0uly
|
¢
Oapssfiteriner @
H |
| Dialyye Fiter
o
Dy Fiter Outet a
< oag
Outen 88 oy

V.LP.S. Processing System for Mini Pool
\’ Intravenous Immunoglobulins.

Part 2-1: Ultra-Filtration Cascade
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VLP"§ "V S V.LPS.SD Processing System for Plasma and
S ! Cryoprecipitate-Poor Plasma

50 Syringe B0

Bag WNo. 1

Syringe Prefilled
with domL 0il

Bag Mo, 2

# Adsorption Filter

+ Bacterial Filter
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-Texcell/Pasteur Institute (France)
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Tahle 1| Recovered plasma:|protein biochemical composition before and after S/D 4 Altrations (Mean £ 5D N = 10)

Recovered plasma

Start Final P
Mean S0 Min Man Me-~ sSD Min Man

Fibrinogen {mg/mL) 293 052 220 381 277 (95%) 054 1-90 3.37 NS
Factor 1T (1U/mL) 094 012 078 13 095 00%)y 014 076 I-11 NS
Factor ¥ (IL/mL) 1.27 017 98 1-50 12 (BE) 017 {83 1:33 < (01
Factor VII (IU/mL) 102 014 OeB6 1-32 099 (97%) 013 0-56 126 NS
Factor VIIT (TU/mL) 124 025 101 [-80 2T (025 026 093 I-& NS
Factor 1X {1U/mL}) (098 013 -81 121 (-85 (87%) 014 0-a0 1:23 NS
Factor X (IU/mL}) 0-87 017 056 108 0:69 (T9%) 0:20 041 094 NS
Factor XT {TU/mL) 0-al 012 04 076 0-55 (90%:) 012 036 069 NS
Factor XI (IU/mL) (.83 026 55 127 084 {101%) 326 (52 1:24 NS
VWEF : Ag (IU/mL}) 112 0-21 09 15 111 {99 1% 121 09 -5 NS
YWF - RCo (IUfmL} 110 0-25 064 |-28 100 {1005y 31 (-0 I-28 NS
Protein S (IU/mL) (56 023 (J-50 107 096 (1129) 08 0-88 108 NS
Protein C (IU/mL) 076 013 (-64 1-04 080 (105%) 11 070 104 NS
Antithrombin (1U/mL) 0-88 0-14 (-67 |07 091 (103%) 111 077 |07 NS
Alpha Z-antiplasmin (U/mL) (-89 016 (63 1-19 81 (91%) J14 (53 1:22 0-005
C3 (mg'mL) 7149 156 539 984 b6 (Y5%) 125 547 932 NS
lg(G {mg/ml.) 89 22 57 126 Q-1 {1035 |8 -0 12.7 NS
lgA (mg/mL) 1-46 015 1-17 1-638 146 {T00%) 0:20 1-16 1.72 NS
[gM (mg/mL} 1.22 035 041 204 1-16 (934%) 028 0-86 1-66 NS
Albumin (mgfmL}) 3z 4-8 27-3 40 32.3 (97%) 43 24-6 383 NS
Protein (mg/mL) 354 4-8 44940 6l4 547 (106 %) 5-26 43.2 70 NS
PT (5) 138 0.5 133 144 103 (104 5) 07 137 160 < (ki1
alPTT (s) 20-6 25 26-3 344 309 M) -7 28-3 333 NS
Cholesterol (mgfmL) 084 0-13 0-73 1-14 <102 - <02 <02 < (0-000]
Triglyeerides {mg/mL) 0-82 030 (k31 196 U-2u 008 (13 0-34 <001
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Table 2. |Apheresis plasma:|protein biochemical composition hefore and after S/D < filirations (Mean + SD: N = 10}
Apheresis plasma
P
Mean SD Min Max Mean sD Min Max
Fibrinogen (mg'ml.) 276 051 2:26 3.75 260 94%) 042 209 3.30 NS
Factor IT (TU/mlL) 0-98 019 076 1-27 097 (97%) 012 0-77 [-13 NS
Faclor ¥ (IU/mL}) 1-28 022 095 I-51 1-0'5 (82%) 023 (-82 [-55 0009
Factor VIT {IU/mL} 1-13 013 0-97 1-32 119 (96%:) 011 0-95 124 NS
Factor VI (IU/mL) 1.21 0.35 0.90 180 127 (105%) 0.35 0-74 18 NS
Factor IX {IU/mL) 1.09 0:20 0-85 1-38 104 (95%) 20 074 .46 NS
Factor X (TU/mL) 098 0:20 059 121 1196 (98%) 15 0-79 [-22 NS
Factor XI (IU/mL) 080 018 061 1-12 BTT (965 C15 0-60 100 NS
Factor XIT (TUfmL) 077 0.22 053 .19 TS (9T 0 0-4% 115 NS
WVWEF  Ag (IU/mL) 1-19 0.32 0-80 1.70 [-22 (102G ) 033 0-86 1-84 NS
VWF : RCo (IUfmL) 10k 0:33 064 128 L12 (107%: ) 033 064 |28 NS
Protein S (IU/mL) 0.75 0:20 048 098 194 (125%) 012 076 118 NS
Protein C (IU/mL) 1-00 032 0-89 1-68 104 (1045 ) 031 0-80 1-62 NS
Antithrombin (TU/mL) 1-00 008 0-98 1-21 1-03 (949) 012 0-85 1-18 001
Alpha 2-antiplasmin (U/mL}) 008 013 075 1-24 0-90 (92%) 015 0-79 1-24 NS
C3 (mg/mL}) 7 101 [ 946 327 (106%5%) Ry 745 918 NS
IgG (mg/mL) 72 21 35 10:7 T-1 (98%) A 4.2 11-5 NS
lgA (mg/mL) 1.0 03 08 1.7 02 (97%) »3 07 16 NS
lgh (mg/ml) 0.97 026 071 1-50 105 (108%) 128 0-64 1-4% NS
Albumin (mg/mL}) 300 23 253 32.3 209 (99%) 2.3 26.7 332 NS
Protein (mg/mL) 455 33 434 535 481 (99%) 32 439 534 NS
PT (%) 133 0-9 12.4 153 140 {106%) 1-6 13.0 177 <05
aPTT (s) 26-4 2.1 241 29:3 294 (111%) 3.9 229 36-1 <005
Cholesterol (mg/ml.) 1-06 007 0-02 1-15 0.3 0% < (02 (:20 < (0001
| Triglyeerdes (mg/ml} 1-17 0-47 0-24 1-92 023 005 0-17 0-29 <(-001 “
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Tri-n-butyl phosphate (TnBP) residues >99% removal) in apheresis
and recovered plasma after solvent / detergent treatment, oil
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plasma (N = 10) after S/D treatment. oil extraction and
filtrations. Similar results were obtained with crvoprecipitate.
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SD/F cryoprecipitate

Table 3. Protein composition of cryoprecipitate minipools before and after S/D 4 filtrations (Mean £ SD: N =3)

Start Final P

Mean 5D Min Max Mean 5D Min Max

Factor VIII - ¢ (IUfmL) §66 097 727 962 U2 (106%) 151 T 1123 NS
Factor VIII : Ag (IU/mL) 1208 174 1080 1460 12400103%) 177 1020 1440 NS
Fibrinogen (mg/mL} 17427 136 20 150086%) 3T 123 212 NS
Factor XIII {[U/mL] 26 026 203 269 246(109%) 029 218 282 <05
VWF : Ag (IU/mL) 175 17 162 198 1R1(975% 10 158 180 NS
VYWF : RCo (IU/mL) 135 22 100 156 143(106%) 22 112 le6 NS
RColAg 077 013 060 09 OB4(109%) 014 069 104 NS
VWFICB (TU/mL) 46 30 00 191 1490102%) 3 113 188 NS
CB/Ag 083 016 062 102 O87(105%) 07 065 104 <005
Percentage of >15 mers L6 56 100 TE(9%) 13 55 88 NS
- >15 mersicontrol plasma ratio 08 (2 06 10 08(100%) 01 D6 09 NS
Percentage of > 10 mers 3y 20 U4 264 BIOH) 1T A4 B2 NS

>10 mers/control plasmaratio 09 008 0K 1.0 "9 {99%) 07 08 01 NS

~ No ABO Iso-agglutinins
B —— |
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Animal safety studies
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Fig. 7. General safety test: percentage of gain weight in rats
over 14 days after intravenous injection of 6-5 ml./kg saline
(A), start cryoprecipitate (B) and S/D-F (C) cryoprecipitate
minipools. Similar results were obtained with plasma.
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