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Cytomegalovirus (CMV)
Epstein—Barr virus (EBV)

Human Immunodeficiency Virus(HIV)
Hepatitis A virus (HAV)

Hepatitis B virus (HBV)

Hepatitis C virus (HCV)

Herpes simplex virus (HSV)
HTLV-1/2

NZ/IIME 2 Syphilis ____

Toxoplasmosis

Rheumatoid arthritis

Systemic Lupus Erythemato® (SLE)
lgG hypergammaglobulinemia

IgM hypergammaglobulinemia
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Cirrhosis
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. Appendix 1 to the Guideline on Clinical Evaluation of Diagnostic Agents

(CPMP/EWP/1119/98 REV. 1) on Imaging Agents : EMEA / CHMP / EWP /
321180 / 2008
Common Technical Specifications (CTS) for In Vitro Diagnostic Medical
Devices : 2009/886/EC

Guideline on Clinical Evaluation of Diagnostic Agents
CPMP/EWP/1119/98/REV. 1

. Guidance Notes on In Vitro Diagnostic Medical Devices Directive : 98/79/EC

. Draft of "Points to Consider in the Manufacture and Clinical Evaluation of In

Vitro Tests to Detect Antibodies to the Human Immunodeficiency Virus,
Type 1" : FDA Document, Aug 08, 1989

. Premarket Approval Applications for In Vitro Diagnostic Devices Pertaining to

Hepatitis C Viruses(HCV): Assays Intended for Diagnosis, Prognosis, or
Monitoring of HCV Infection, Hepatitis C, or Other HCV—associated Disease
; Draft Guidance for Industry And FDA, Oct 8, 1999

. Hepatitis C Assays: Operational Characteristics (Phasel) Report1 : WHO,

Jan 2001

. Hepatitis C Assays: Operational Characteristics (Phasel) Report2 : WHO,

July 2001
Guidance for Manufacturers of Human Immunodeficiency Virus (HIV) Test

Kits Intended to be Used in the Laboratory : Health Canada, 07.Nov.2011

Xt. Guideline On Clinical Evaluation Of Diagnostic Agents : EMA, 23.July.2009
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