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1) Guideline on the Clinical Investigation of Human Normal Immunoglobulin for
Intravenous Administration (IVIg) (EMA/CHMP/BPWP/94033/2007 rev. 2)

2) Safety, Efficacy, and Pharmacokinetic Studies to Support Marketing of Immune
Globulin Intravenous (Human) as Replacement Therapy for Primary Humoral
Immunodeficiency (FDA, 2008)

3) Guideline on the Clinical Development of Medicinal Products Intended for the
Treatment for Chronic Primary Immune Thrombocytopenia

(EMA/CHMP/153191/2013)
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