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WHAT IS CLAIMED IS: 

1. A method for producing a preparation of panitumumab having increased Fc gamma Receptor 

(FcγR)-mediated cytotoxicity, comprising:  

(i) increasing the amount of terminal β-galactose at the N-297 glycosylation site of 

panitumumab, or increasing the amount of panitumumab molecules that comprise G1, G1a, 

G1b and/or G2 galactosylated glycan at the N-297 site; 

(ii) increasing the amount of panitumumab molecules that comprise fucosylated glycan 

at the N-297 site, or decreasing the amount of panitumumab molecules that comprise 

afucosylated glycan at the N-297 site; and/or 

(iii) decreasing the amount of panitumumab molecules that comprise a high-mannose 

glycan at the N-297 site. 

2. A method for producing a preparation of panitumumab having decreased Fc gamma Receptor 

(FcγR)-mediated cytotoxicity, comprising: 

(i) decreasing the amount of terminal β-galactose at the N-297 glycosylation site of 

panitumumab, or decreasing the amount of panitumumab molecules that comprise G1, G1a, 

G1b and/or G2 galactosylated glycan at the N-297 site;  

(ii) decreasing the amount of panitumumab molecules that comprise fucosylated glycan 

at the N-297 site, or increasing the amount of panitumumab molecules that comprise 

afucosylated glycan at the N-297 site; and/or 

(iii) increasing the amount of panitumumab molecules that comprise a high-mannose 

glycan at the N-297 site. 

3. A method for producing a preparation of panitumumab in which the Fc gamma Receptor 

(FcγR)-mediated cytotoxicity of a panitumumab sample is matched to a reference value, comprising:  

(1) obtaining a reference value of FcγR-mediated cytotoxicity;  

(2) determining the FcγR-mediated cytotoxicity of said panitumumab sample; and  

(3) changing the FcγR-mediated cytotoxicity of said panitumumab sample by increasing or 

decreasing the amount of terminal β-galactose at the N-297 glycosylation site of 

panitumumab, or increasing or decreasing the amount of panitumumab molecules that 

comprise G1, G1a, G1b and/or G2 galactosylated glycan at the N-297 site; such that the 

difference in FcγR-mediated cytotoxicity between the panitumumab sample and the reference 

value is 35% or less, 

wherein in (3): 
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(i) the FcγR-mediated cytotoxicity of the panitumumab sample is increased by increasing the 

amount of terminal β-galactose at the N-297 glycosylation site of panitumumab, or by increasing the 

amount of panitumumab molecules that comprise Gl, Gl a, Gl b, and/or G2 galactosylated glycan at 

the N-297 site; or 

(ii) the FcγR-mediated cytotoxicity of the panitumumab sample is decreased by decreasing the 

amount of terminal β-galactose at the N-297 glycosylation site of panitumumab, or by decreasing the 

amount of panitumumab molecules that comprise Gl, Gl a, Gl b, and/or G2 galactosylated glycan at 

the N-297 site.  

4. A method for producing a preparation of panitumumab in which the Fc gamma Receptor 

(FcγR)-mediated cytotoxicity of a panitumumab sample is matched to a reference value, comprising:  

(1) obtaining a reference value of FcγR-mediated cytotoxicity;  

(2) determining the FcγR-mediated cytotoxicity of said panitumumab sample; and  

(3) changing the FcγR-mediated cytotoxicity of said panitumumab sample by increasing or 

decreasing the amount of panitumumab molecules that comprise fucosylated glycan at the N-

297 site, or by increasing or decreasing the amount of panitumumab molecules that comprise 

afucosylated glycan at the N-297 site; such that the difference in FcγR-mediated cytotoxicity 

between the panitumumab sample and the reference value is 35% or less, 

wherein in (3):  

(i) the FcγR-mediated cytotoxicity of the panitumumab sample is increased by increasing the 

amount of panitumumab molecules that comprise fucosylated glycan at the N-297 site or by 

decreasing the amount of panitumumab molecules that comprise afucosylated glycan at the N-297 

site; or 

(ii) the FcγR-mediated cytotoxicity of the panitumumab sample is decreased by decreasing the 

amount of panitumumab molecules that comprise fucosylated glycan at the N-297 site or by 

increasing the amount of panitumumab molecules that comprise afucosylated glycan at the N-297 

site. 

 

5. A method for producing a preparation of panitumumab in which the Fc gamma Receptor 

(FcγR)-mediated cytotoxicity of a panitumumab sample is matched to a reference value, comprising:  

(1) obtaining a reference value of FcγR-mediated cytotoxicity;  

(2) determining the FcγR-mediated cytotoxicity of said panitumumab sample; and  

(3) changing the FcγR-mediated cytotoxicity of said panitumumab sample by increasing or 

decreasing the amount of panitumumab molecules that comprise a high-mannose glycan at 

the N-297 site; such that the difference in FcγR-mediated cytotoxicity between the 

panitumumab sample and the reference value is 35% or less, 
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wherein in (3):  

(i) the FcγR-mediated cytotoxicity of the panitumumab sample is increased by decreasing the 

amount of panitumumab molecules that comprise a high-mannose glycan at the N-297 site; or 

(ii) the FcγR-mediated cytotoxicity of the panitumumab sample is decreased by increasing the 

amount of panitumumab molecules that comprise a high-mannose glycan at the N-297 site. 

6. The method of any one of claims 1 to 5, wherein said FcγR is FcγRIIa. 

7. The method of any one of claims 1 to 5, wherein said FcγR-mediated cytotoxicity is FcγRIIa-

mediated cellular cytotoxicity. 

8. An antibody preparation produced by a method according to any one of claims 1 to 7. 

9. A pharmaceutical composition comprising:  

 the antibody preparation according to claim 8; and  

 a pharmaceutically acceptable carrier, diluent, or excipient. 

 


	SOI Amended_Clean_Pages 2-9a_78315SG_20240409
	Amended Claims_1 to 9_Clean_20240409

