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Overview of Determination Methods for Deamination Reaction of Biotech Drugs
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ABSTRACT Quality control of biotech drugs has atiracted increasing attentions in recent years. Deamidation reaction is
one of the major concerns in quality control of biotech drugs, due to the generation of isoaspartic acid (isoAsp). This paper
describes the deamidation of asparagine (Asn) residues and its effects on the biological drugs. The detection methods currently
used in China and overeas for this reaction, including pretreatment protocols and instrumental analysis were described. The
identification and determination of isoaspartyl sites were also described in detail, along with the positive impact on the
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development of biotech drugs in China by the studies on deamidation reactions.
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F isoAsp, ¥ & MWEME (glutamine , Gln ) 5% L 8 & A= i
Wef Ak, (5 A& A /0 HAFR AR AL Asn 1815 2, 77 A
AR 30 B E L Asn BEBEREAL,
1.2 Hrapistied B & B BEG A SN Y K A Je
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(strong cation exchange, SCX)-HPLC 43 &5 4% 7 JIi ik i
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Tab.1 Characteristics of various determination methods for deamidation
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