METHOD AND FORMULATI ON FOR REDUCI NG AGGREGATI ON OF A MACROMOLECULE UNDER
PHYSI OLOG CAL CONDI TI ONS Abstract A nethod for reducing aggregati on and
inhibiting flocculation of a nacronol ecul e, such as a protein, under
physi ol ogi cal conditions by the addition of certain cyclodextrins (CDs) is
di scl osed. Al so provided is anmethod to mnimze inflamuation at the
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met hods of treatlng Ive cancer or an u I rmuné di sease,
conpri sing adm ni stering a hunani zeg antd - 0020 antlbody in a pharnmaceuti cal
formul ation of the invention. Further prOV|ded is an in vitro dialysis
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ant i body or ot ecul e under physro oglcal cond
protein, under physiological conditions by the addition of certain cyclodextrms (CDs 1s

disclosed. Also provided is a method to minimize inflammation at the injection site during
subcutaneous administration of a macromolecule and pharmaceutical formulations for such
administration. Further provided are methods of treating a CD20 positive cancer or an
autoimmune disease, comprising administering a humanized anti-CD20 antibody in a
pharmaceutical formulation of the invention. Further provided is an in vitro dialysis method to
evaluate the ability of an excipient to reduce aggregation of an antibody or other

macromolecule under physiological conditions.

Fig. 2
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