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What is claimed is: 

1. A formulation for a therapeutic protein comprising: a) the therapeutic protein 

and b) a surfactant; wherein the molar ratio of surfactant to therapeutic protein is at ast 

100 

	

5 	 2. The formulation according to claim 1 wherein the molar ratio of surf taut to 

therapeutic protein is selected from the group consisting of at least 150, at le t 200, at 

least 250, at least 300, at least 400, and at least 500. 

3. The formulation according to claim 1 or 2 wherein the molar ratio of surfactant 

to therapeutic protein is about 545. 

	

10 	4. The formulation of any preceding claim wherein the surf ctant is selected from 

the group consisting of polysorbate-20, polysorbate-40, polysor to-60, polysorbate-65, 

polysorbate-80, polysorbate-85, poloxamer 88, and combinati • ns thereof. 

5. The formulation of any preceding claim wherein e formulation further 

comprises c) an antioxidant, wherein the molar ratio of ai ioxidant to therapeutic protein 

	

15 	is at least 750. 

6. The formulation of claim 5 wherein the 111 ar ratio of antioxidant to therapeutic 

protein is selected from the group consisting of at east 5500, at least 6000, at least 6500, 

and at least 7000. 

7. The formulation according to clai 5 or 6 wherein the molar ratio of antioxidant 

	

20 	to therapeutic protein is about 7143. 

8. The formulation according to ny one of claims 5-7 wherein the antioxidant is 

selected from the group consisting of ethionine, cysteine, glutathione, and 

monothioglycerol. 

9. The formulation accor ing to any preceding claim wherein the formulation 

	

25 	further comprises d) a buffer, herein the pH of the formulation is about 4.0 to about 8.0. 

10. The formulatio according to claim 10 wherein the buffer is selected from the 

group consisting of histi ne, acetate, citrate, and succinate. 

11. The fonnu tion according to any preceding claim wherein the therapeutic 

protein is an antige oinding protein. 

	

30 	 12. The f tulation according to claim 11, wherein the antigen binding protein is 

an antibody or fragment thereof 

13. 	le formulation according to claim 11 wherein the antigen binding protein is 

an immu globulin single variable domain. 
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14. The formulation according to claim 11 where the antigen binding protein bin s 

to human CD3. 

15. The formulation according to claim 14, wherein the antigen binding 

polypeptide is an anti-CD3 antibody. 

	

5 	 16. The formulation according to claim 15, wherein the anti-CD3 antib dv 

comprises a heavy chain comprising SEQ ID NO:1 and a light chain compris g SEQ ID 

NO:2. 

17. The formulation according to any preceding claim wherein t • therapeutic 

protein is present at a concentration of about 0.01 mg/ml to about 1 m ml. 

	

10 	18. The formulation according to any preceding claim wher n the therapeutic 

protein is present at a concentration of about 0.1 mg/ml to about 0 mg/ml. 

19. The formulation according to any preceding claim 	erein the therapeutic 

protein is present at a concentration of about 0.2 mg/ml. 

20. The formulation according to any preceding clai i wherein the formulation is a 

	

15 	reconstituted formulation. 

21. The formulation according to any precedin claim wherein the formulation is a 

liquid pharmaceutical formulation. 

22. The formulation according to any prec 4ing claim wherein the formulation is 

suitable for parenteral administration. 

	

20 	 23. A formulation for a therapeutic pr ein comprising: a) the therapeutic protein; 

and b) about 0.01% w/v to about 0.5% w/v rfactant, wherein the molar ratio of 

surfactant to therapeutic protein is at leas 100; c) about 1 mM to about 50 mM 

antioxidant, wherein the molar ratio of ntioxidant to therapeutic protein is at least 750; 

and d) about 1 mM to about 100 mM ► uffer, wherein the pH of the formulation is about 

	

25 	4.0 to about 8.0. 

24. The formulation of cl im 23 wherein the therapeutic protein is an antibody, 

wherein the surfactant is poly .rbate 80, wherein the antioxidant is methionine, and 

wherein the buffer is histidi ► e. 

25. The formulati of claim 24 wherein the antibody is present at a concentration 

	

30 	of about 0.2 mg/ml. 

26. The form ation according to any preceding claim, wherein the formulation 

further comprises ► out 0.01 mM to about 1.0 mM EDTA 
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27. The formulation according to claim 26, wherein the formulation comprises 

about 0.01 mM to about 0.1 mM EDTA. 

28. The formulation according to claim 27, wherein the formulation comprises 

about 0.05 mM EDTA. 
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What is claimed is: 

I . A formulation for a therapeutic protein comprising: a) the therapeutic protein; 

and b) a surfactant; wherein the molar ratio of surfactant to therapeutic protein is at least 

100. 

	

5 	 2. The formulation according to claim 1 wherein the molar ratio of surfactant to 

therapeutic protein is selected from the group consisting of at least 150, at least 200, at 

least 250, at least 300, at least 400, at least 500, and about 545. 

3. The formulation of any preceding claim wherein the surfactant is selected from 

the group consisting of polysorbate-20, polysorbate-40, polysorbate-60, polysorbate-65, 

	

10 	polysorbate-80, polysorbate-85, poloxamer 88, and combinations thereof 

4. The formulation of any preceding claim wherein the formulation further 

comprises c) an antioxidant, wherein the molar ratio of antioxidant to therapeutic protein 

is at least 750. 

5. The formulation of claim 4 wherein the molar ratio of antioxidant to therapeutic 

	

15 	protein is selected from the group consisting of at least 5500, at least 6000, at least 6500, 

at least 7000, and about 7143. 

6. The formulation according to claim 4 or claim 5 wherein the antioxidant is 

selected from the group consisting of methionine, cysteine, glutathione, and 

monothioglycerol. 

	

20 	 7. The formulation according to any preceding claim wherein the formulation 

further comprises d) a buffer, wherein the pH of the formulation is 4.0 to 8.0. 

8. The formulation according to claim 7 wherein the buffer is selected from the 

group consisting of histidine, acetate, citrate, and succinate. 

9. The formulation according to any preceding claim wherein the therapeutic 

	

25 	protein is an antigen binding protein. 

10. The formulation according to claim 9, wherein the antigen binding protein is 

selected from the group consisting of an antibody or a fragment thereof, an 

immunoglobulin single variable domain, an anti-CD3 antibody, and the anti-CD3 antibody 

comprises a heavy chain comprising SEQ ID NO:1 and a light chain comprising SEQ ID 

30 NO:2. 
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ll . The formulation according to any preceding claim wherein the therapeutic 

protein is present at a concentration of 0.01 mg/ml to 1 mg/ml, 0.1 mg/ml to 0.5 mg/ml, or 

0.2 mg/ml. 

12. The formulation according to any preceding claim wherein the formulation is a 

	

5 	reconstituted formulation and/or a liquid pharmaceutical formulation, and/or wherein the 

formulation is suitable for parenteral administration. 

13. A formulation for a therapeutic protein comprising: a) the therapeutic protein; 

and b) 0.01% w/v to 0.5% w/v surfactant, wherein the molar ratio of surfactant to 

therapeutic protein is at least 100; c) 1 mM to 50 mM antioxidant, wherein the molar ratio 

	

10 	of antioxidant to therapeutic protein is at least 750; and d) 1 mM to 100 mM buffer, 

wherein the pH of the formulation is 4.0 to 8.0. 

14. The formulation of claim 13 wherein the therapeutic protein is an antibody, 

wherein the surfactant is polysorbate 80, wherein the antioxidant is methionine, and 

wherein the buffer is histidine. 

	

15 	15. The formulation according to any preceding claim, wherein the formulation 

further comprises 0.01 mM to 1.0 mM EDTA, 0.01 mM to 0.1 mM EDTA, or 0.05 mM 

EDTA. 


