
Antibody manufacturing process 
and aggregate formation

Effects of TREHALOSE SG

*Monoclonal antibody was incubated with TREHALOSE SG, sucrose, mannitol or sorbitol in glycine-HCl buffer (0.1mol/L, pH2.7) or 
lithium chloride buffer (5 mol/L) for 30 min at 25 ℃. The percent inhibition of aggregate formation in the antibody solutions were 
determined using dynamic light scattering and presented as a relative value when compared with the inhibition percentage when 
7.5% TREHALOSE SG is added. It was shown that the addition of 7.5% TREHALOSE SG efficiently inhibits antibody aggregation in the 
chromatography buffers containing acid and salts. 
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● While there are various stressors that cause antibody 
aggregation during the antibody manufacturing 
process, use of acidic buffers and high concentrations 
of salt solutions are the major stressors leading to 
aggregate formation.

● TREHALOSE SG is suitable for use as an additive for 
antibody chromatography buffers because it 
suppresses antibody aggregation due to acids and 
salts, which is a particular problem during 
antibody purification.

● Addition of TREHALOSE SG in the purification buffer 
prevents loss of active antibody yield without 
affecting the interaction with the carrier used for 
chromatography.

● The resulting aggregates may also act as nuclei for 
further aggregate growth, possibly creating 
antigenicity of the aggregates, raising quality and 
safety concerns.
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The information provided herein is intended only for reference purposes. It is the customer’s responsibility to determine that the ingredients meet all legal requirements in the 
country where they are used, and that they do not infringe on any third party patents. Unauthorized reproduction of this brochure is prohibited.

Y M C K
1130159 医薬品販促資料 組版（英語版） オモテ 03_PTSG62校 早瀬 24/04/18


