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BLOOD DONOR TESTING ASSAY INFORMATION

APPROVAL | SCREENING/

FULL NAME METHODOLOGY MANUFACTURER | Catalog Number | Test System | LICENSE # DATE CONFIRMATORY

HBsAg Alinity s HBsAg CMIA Abbott Laboratories | 06P0260 Abbott Alinitys | 2094 6/14/19 Screening
HCV Alinity s Anti-HCV CMIA Abbott Laboratories | 06P0460 Abbott Alinitys | 2095 7/9/19 Screening
HBc Alinity s Anti-HBc CMIA Abbott Laboratories | 06P0660 Abbott Alinitys | 2095 8/2119 Screening
HTLV Alinitys HTLV I/l CMIA Abbott Laboratories | 06P0760 Abbott Alinitys | 2095 6/29/19 Screening
HIV Alinitys HIV Ag/Ab | CMIA Abbott Laboratories | 06P0160 Abbott Alinitys | 2095 7123119 Screening
Chagas Alinity s Chagas CMIA Abbott Laboratories | 06P0850 Abbott Alinitys | 2095 8/15/19 Screening
NHCV
NHIV cobas MPX RNA POymErase | Roche 09040854190 | Roche 1636 411119 Screening
NHBY Chain Reaction Cobas 8800

RNA Polymerase Roche .
NWNV cobas WNV Chain Reaction Roche 09040927190 Cobas 8800 1636 11/2116 Screening

DNA/RNA Roche
Babesia cobas Babesia Polymerase Roche 09040692190 1636 3/2/20 Screening

. . Cobas 8800
Chain Reaction
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Anti-A = 17301
Beckman Coulter Anti-B = 17302
Blood Grouping — Micro- . Anti-A,B = 17303 | Beckman .
ABO Automated PK hemagglutination | D'292st Anti-D = 17304 | PK7400 1744 1271510 Screening
Systems Anti-D (PK2) =
17306
ABY (Pooled Cells)— Solid Phase Immucor 0096436 _ Immucor IRIS 0086 8/15/06 Screening
System Indicator Cells =
Automated 0006428
Antibody Screening
Beckman Coulter . . T
MV PK CMV-PA Passive Particle | Fujirebio. PA2300 Beckman BK200476 | 10/19/20 Screening
Total S Agglutination Diagnostics, Inc PK7400
ystem
Beckman Coulter Micro- Newmarket Beckman .
™ PK PK7400 TP HA | hemagglutination | Biomedical B11186 PK7400 BK180301 | 8/1/19 Screening
Avioq . . Sentto Creative Alternate Screening
HTLV-1/I Anti-HTLV I/l EIA Avioqg, Inc Testing Solutions EIA 1856 3/26/12 (Donor Reentry)
Ortho HCV Version . Alternate Screening/
Ortho 3.0 ELISA Test EIA Ortho Sentto Creative | oy vp 1236 2/18/09 Supplemental
HCV Testing Solutions .
System Testing
Ortho . Anti-T.Cruzi EIA Ortho—CllplcaI Sent. to Creat!ve EIA 1236 12/13/06 Alternate Screening
T.cruzi Diagnostics, Inc Testing Solutions (Donor Reentry)
Antibody to
HBs Hepatitis B Surface | CMIA - Specific
Antigen (Sheep) Antibody Abbott Laboratories | 06P0359 Abbott Alinitys | 2094 6/14/19 Confirmatory
CONF o o
Alinity s HBsAg Neutralization
Confirmatory Assay
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HIV-1/2 Geenius HIV 1/2 ICA BioRad 72480 Geenius 1109 5/16/03 Confirmatory
CAPTIA CAPTIA Syphilis (T | Trinity Biotech . Supplemental
™ pallidum)-G Jamestown, NY EIA Sentto ViroMed | EIA K014233 1/24/02 Testing
ABBOTT ESA
Chagas
Chagas Trypanosomacruzi | Enzyme Strip ABBOTT Sentto Creative Enzyme Strip 125361/23 | 11/18/11 Supplemental
ESA (e.coli, Assay Testing Solutions | Immunoassay Testing
recombinant)
Antigen
MP Diagnostics Sentto Creative Supplemental
HTLV Blot | HTLV Blot2.4 Western Blot MP Biomedicals . . Western Blot 1897 12/11/14 pp
Testing Solutions Testing
Western Blot Assay
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