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CLAIMS 

 

1.  An etanercept-containing protein mixture comprising correctly folded etanercept in amount 

constituting greater than about 90 wt. % of the protein mixture, wherein said protein mixture is 

less immunogenic than a commercially available etanercept. 

 

2.  A pharmaceutically acceptable formulation comprising the etanercept-containing protein 

mixture of claim 1. 

 

3.  The pharmaceutically acceptable formulation of claim 2, wherein the correctly folded 

etanercept constitutes about 25 to about 75 mg/ml of the protein mixture. 

 

4.  The pharmaceutically acceptable formulation of claim 2 further comprising a buffer. 

 

5.  The pharmaceutically acceptable formulation of claim 2 further comprising a tonicity 

modifier. 

 

6.  The pharmaceutically acceptable formulation of claim 2 further comprising a sugar, polyol, or 

both a sugar and polyol. 

 

7.  The pharmaceutically acceptable formulation of claim 2 further comprising an amino acid. 

 

8.  The pharmaceutically acceptable formulation of claim 2 further comprising a surfactant. 

 

9.  The pharmaceutically acceptable formulation of claim 2, wherein the formulation does not 

contain arginine. 

 

10.  The pharmaceutically acceptable formulation of claim 2, wherein the formulation has a pH 

between about 5.8 and about 8.4. 
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11.  The pharmaceutically acceptable formulation of claim 2, wherein the formulation has an 

osmolality from about 180 to about 420 mOsM. 

 

12.  The pharmaceutically acceptable formulation of claim 3 further comprising a buffer, a 

tonicity modifier, and a surfactant; wherein the formulation has a pH between about 5.8 and 8.4. 

 

13.  The pharmaceutically acceptable formulation of claim 12, wherein the formulation does not 

contain arginine. 

 

14.  A method for treating a subject suffering from a TNF mediated disease, comprising 

administering to such subject the pharmaceutically acceptable formulation of claim 2. 

 

15.  The method of claim 14, wherein the TNF mediated disease is rheumatoid arthritis, plaque 

psoriasis, psoriatic arthritis, juvenile idiopathic arthritis, or ankylosing spondylitis. 

 

16.  An etanercept-containing protein mixture comprising less misfolded and/or aggregated 

etanercept than a commercially available etanercept, wherein said protein mixture is less 

immunogenic than said commercially available etanercept. 

 

17.  A pharmaceutically acceptable formulation comprising the etanercept-containing protein 

mixture of claim 16. 

 

18.  The pharmaceutically acceptable formulation of claim 17, wherein the correctly folded 

etanercept constitutes about 25 to about 75 mg/ml of the protein mixture. 

 

19.  The pharmaceutically acceptable formulation of claim 17 further comprising a buffer. 

 

20.  The pharmaceutically acceptable formulation of claim 17 further comprising a tonicity 

modifier. 
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21.  The pharmaceutically acceptable formulation of claim 17 further comprising a sugar, polyol, 

or both a sugar and polyol. 

 

22.  The pharmaceutically acceptable formulation of claim 17 further comprising an amino acid. 

 

23.  The pharmaceutically acceptable formulation of claim 17 further comprising a surfactant. 

 

24.  The pharmaceutically acceptable formulation of claim 17, wherein the formulation does not 

contain arginine. 

 

25.  The pharmaceutically acceptable formulation of claim 17, wherein the formulation has a pH 

between about 5.8 and about 8.4. 

 

26.  The pharmaceutically acceptable formulation of claim 17, wherein the formulation has an 

osmolality from about 180 to about 420 mOsM. 

 

27.  The pharmaceutically acceptable formulation of claim 18 further comprising a buffer, a 

tonicity modifier, and a surfactant; wherein the formulation has a pH between about 5.8 and 8.4. 

 

28.  The pharmaceutically acceptable formulation of claim 27, wherein the formulation does not 

contain arginine. 

 

29.  A method for treating a subject suffering from a TNF mediated disease, comprising 

administering to such subject the pharmaceutically acceptable formulation of claim 17. 

 

30.  The method of claim 29, wherein the TNF mediated disease is rheumatoid arthritis, plaque 

psoriasis, psoriatic arthritis, juvenile idiopathic arthritis, or ankylosing spondylitis. 

 

 


