
                          COMPANY CONFIDENTIAL AND PROPRIETARY                               
DATE EFFECTIVE: 12/31/11   List of Medical Tests DOC:   FRM.068  

REV: B.01 

 

Page 1 of 2 

 

 

Testing is performed by Memorial Blood Center, which is under contract with Fairfax Cryobank and Cryogenic Laboratories, Inc.   

Memorial Blood Center, 737 Pelham Blvd., St. Paul, MN  55114.  CLIA ID # 24D0663800 

 

Test Hepatitis B Surface Antigen   Format EIA  

Tradename(s) Genetic Systems HBsAg EIA 3.0   Sample Serum/Plasma 

Manufacturer Bio-Rad Laboratories   Use      Donor Screen 

Device Identifier 32591, 32592, 25258   FDA Date Approved 1/23/03 

 

Test Hepatitis B Core Antibody (IgG + IgM)  Format EIA  

Tradename(s) Ortho HBc ELISA Test System  Sample Serum/Plasma 

Manufacturer Ortho-Clinical Diagnostics, Inc.  Use      Donor Screen 

Device Identifier 930740    FDA Date Approved 4/18/91 

 

Test Hepatitis C Antibody    Format EIA  

Tradename(s) Ortho HCV Version 3.0 ELISA Test System Sample Serum/Plasma  

Manufacturer Ortho-Clinical Diagnostics, Inc.  Use      Donor Screen 

Device Identifier 930740, 930750   FDA Date Approved 5/20/96, 2/18/09*  

* Donor screening test was approved 5/20/96 and was approved for living, cadaveric on 2/18/09. 

 

Test HIV1,2,0/HCV/HBV NAT    Format PCR  

Tradename(s) COBAS TaqScreen MPX Test  Sample Plasma 

Manufacturer Roche Molecular Systems  Use      Donor Screen 

Device Identifier 04584252 190   FDA Date Approved 12/30/08 

 

Test HIV 1,2/ Antibody plus O   Format EIA  

Tradename(s) Genetic Systems HIV-1/HIV-2 Plus O EIA Sample Serum/Plasma 

Manufacturer Bio-Rad Laboratories   Use      Donor Screen 

Device Identifier 32588,32589,25256   FDA Date Approved 8/5/03 

 

Test HTLV I/II Antibody    Format ChLIA  

Tradename(s) Abbot Prism HTLV I/II Test System Sample Serum/Plasma 

Manufacturer Abbott Laboratories   Use      Donor Screen  

Device Identifier 6E50-68    FDA Date Approved 1/16/08 

 

 

http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm085808.htm
http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm095440.htm#approvedOrtho HBc ELISA Test System
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm176413.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm176438.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm091151.htm
http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProductsBLAs/BloodDonorScreening/InfectiousDisease/ucm090707.htm
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Test Chlamydia trachomatis / Neisseria gonorrhea* Format TMA  

Tradename(s) Gen-Probe Aptima Combo 2 Assay  Sample Genital swab/Urine 

Manufacturer Gen-Probe, Inc.    Use     Diagnosis 

Device Identifier 1032, 301130   FDA Date Approved 8/9/05 

* Performed at Viromed Laboratories, Inc, 6101 Blue Circle Drive, Minnetonka, MN  55343. CLIA ID # 24D0400424 

 

 

Test Cytomegalovirus (CMV) Total Antibody  Format IgG plus IgM  

Tradename(s) Immucor Capture CMV Total Antibody Test System Sample Serum/Plasma 

Manufacturer Immucor, Inc.    Use      Donor Screen 

Device Identifier 0088    FDA Date Approved 12/22/95 

 

 

Test Treponema pallidum (Syphilis, IgG + IgM Format Microhemagglutination (MHA)  

Tradename(s) Beckman Coulter PK Anti-TP System Sample Serum/Plasma 

  (formerly Olympus PK Anti-TP System) 

Manufacturer Fujirebio Inc    Use     Donor Screen 

Device Identifier PH3000    FDA Date Approved 2/21/03 

 

Test Syphilis FTA-ABS    Format Treponemal  

Tradename(s) Syphilis Antibody Detection by FTA-ABS Sample Serum/Plasma  

Manufacturer MarDX Diagnostics   Use      Confirmatory 

Device Identifier 31-8010    FDA Date Approved NA 

 

Test Syphilis – RPR     Format Rapid Plasma Reagin (RPR)  

Tradename(s) BD Macro-VueRPR Card Tests  Sample Serum/Plasma  

Manufacturer Becton Dickinson and Company  Use      Diagnosis 

Device Identifier 274449    FDA Date Approved see package insert 

 

http://www.fda.gov/downloads/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm100275.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm101475.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/SafetyAvailability/TissueSafety/ucm101588.pdf

