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Assessment of risk analysis of anti-A and anti-B hemagglutinin
titers in Intravenous Immunoglobulin products
imported for treating patients in Thailand
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Abstract

Intravenous immunoglobulin (IVIG) products have been wildly used in recipients who need
a passive immunity and found to be safe. Recently, the IVIG use has been increasing for treating
many more illness conditions than before, and some may require long-term therapy, which
results in the patient’s development of antibodies. In such a case, the patient needs to have
a higher dose of IVIG product. Despite these advances, some patients receiving high doses of
IVIG have been reported to develop clinically significant hemolytic symptoms. Such conditions
might be related to the high titers of anti-A and anti-B hemagglutinins in the products.

Results : Investigated the anti-A and anti-B hemagglutinin titers, using the direct method,
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in IVIG products which were imported into Thailand in 2013 and 2014. We assessed 19 lots of
the products of 8 different brands (tradenames) and found that all of them met the requiremen
of the International Pharmacopoeia, which specifies that anti-A and anti-B hemagglutinins mus
not have any agglutination in the dilution of 1:64. The samples, which had various levels of

hemagglutinin titers, did not exhibit any agglutination in various dilutions up to 1:32, but we foun

that the titers in 3 of the 8 brands were very low, compared with the other 5 brands. Thus, for
the patients who need IVIG in high doses, consideration must be given to the actual levels of
anti-A and anti-B hemagsglutinins in the IVIG products to minimize the risk of any possible advers

effects.
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