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A chronic hemodialysis patient showing different allergic reactions to the
original and generic version of nafamostat mesilate

Satoshi Hamada', Takeshi Matsubara®, Shuichiro Endo’, Sachiko Yamada®, Noriyuki lehara’,

Shinya Nakayama', Jun Itami', Go Watanabe', Yoshiharu Sakai' and Atsushi Fukatsu®
Division of Gastrointestinal Surgery, Department of Surgery, Kyoto University Hospital' ; Department of
Nephrology, Kyoto University Hospital®

Key words : nafamostat mesilate (NM), original version, generic version, allergy

(Abstract)

A 69-year-old female developed fever following each hemodialysis session after admission for esophageal
cancer surgery. We determined that both the original and generic versions of nafamostat mesilate (NM) was the
cause of these reactions. On a detailed examination of her symptoms, the allergic response to NM apparently
differed between the original and generic NM. In the case of generic NM, the appearance of fever occurred sooner
after the start of hemodialysis using NM and finally hypotension developed. When original NM was administered
instead of the generic form, fever appeared several hours after the hemodialysis session and there was
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no anaphylactic reaction. We studied the mechanisms of response, which apparently differed between the original
and generic NM. DLST was positive for generic NM examined 116 days after the start of administration while it
was negative for the original NM at 128 days and negative for both at later dates. IgE antibody against NM was
negative for original NM but IgG antibody was positive. Due to technical problems with generic NM, IgE and 1gG
antibodies could not be measured. In conclusion, NM turned out to be the cause of adverse reaction in
hemodialysis in this case and IgG antibody was apparently involved in the reaction to the original NM. However, it
was not clarified whether the anaphylaxic reaction seen with generic NM was mediated by IgE. This case was the
first report in which both of original and generic version of NM caused allergic reaction with differing responses.
We would also postulate that it might be important to set up the system to detect IgE and IgG antibodies to the
generic version to understand differences in adverse reactions between the original and generic NM.
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1 The interval between the start of nafamotat mesilate (NM) adminis-
tration and the time of peaked fever was plotted with peak body
temperature.

The interval was getting shorter with the use of generic version of NM,

however when switched to original version the interval prolonged.
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1) Fujii S, Hitomi Y : New synthetic inhibitors of Clr, C1
esterase, thrombin, plasmin, kallikrein and trypsin.
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