Laboratory Verification Checklist

Laboratory Registration and Test Type
Laboratory Name: National Institute of Transplantation — Laboratory

Address: 221 S. Figueroa St. Suite #510 Los Angeles, CA 90012

Tel #: (213) 229-3654

CLIA ID: 05D0962012

Fax #: (213) 229-3659

FDA Regqistration Number: 3004732463

TESTING
Test Test Kit Name Test Kit FDA Approved, Cleared FDA Approved for
Manufacturer for Donor Screening Cadaveric Samples
Anti- HIV 1/2 Plus O Genetic System™ Human Bio-Rad Laboratories Screening Yes
Immunodeficiency Virus Types 1 and 2
Plus O
Anti-HTLV /11 Human T-Lymphotropic Virus MP Diagnostics RUO
Types land 11 4.0
Anti-HCV Hepatitis C Virus Encoded Antigen Ortho Diagnostics Screening Yes
Anti-HB Core (Total) Hepatitis B Virus Core Antigen Ortho Diagnostics Screening No
(Recombinant) Ortho®HBc Elisa Test
System
HBsAg Genetic System™ Antibody to Hepatitis | Bio-Rad Laboratories Screening Yes
B surface Antigen v 3.0
HB Core IgM* | Hepatitis B Core Virus Antigen Bio-Rad Laboratories Diagnostic No
(recombinant)
HBs Ab* | Anti HBs EIA Bio-Rad Laboratories Diagnostic No
Anti-CMV IgG and Cytomegalovirus 1gG and IgM Wampole Laboratories Screening No
IgM
Anti-EBV IgG and IgM | Epstein-Barr Virus IgG and IgM Wampole Laboratories Screening No
Syphilis RPR Card Test ASI Diagnostic No
T. pallidum* Serodia®TP-PA Fujirebio Diagnostic No
T.cruzi Ab (Chagas) T. cruzi Antibody Ortho Diagnostics Screening Yes
HIV-1/HCV NAT Procleix HIV-1/HCV Assay Novartis Screening Yes
HIV-1 NAT Procleix HIV-1 Assay Novartis Screening Yes
HCV NAT Procleix HCV Assay Novartis Screening Yes
WNV NAT West Nile Virus Procleix® Novartis Screening Yes
No tests or assays are set up or performed in triplicate. *confirmatory tests
For more information call: MNIT Laboratory (213) 229-3654
Rose Coslett, MT(ASCP)
Laboratory Manager rev11.8.11
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