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We claim: 

 

1. Use of a nebulized liposomal amikacin formulation in the preparation of a 

medicament for the treatment of a P. aeruginosa pulmonary disorder in a cystic fibrosis or 

bronchiectasis patient wherein the dose of the medicament comprises 250 mg to 1000 mg of 

amikacin daily during a treatment cycle comprising an administration period of 15 to 75 days, 

followed by an off period of 15 to 75 days, wherein the treatment cycle is followed at least 

twice and an improvement in lung function is maintained for at least 15 days after the 

administration period ends, the lipid component of the liposomal amikacin comprises 

dipalmitoylphosphatidylcholine (DPPC) and cholesterol and the lipid component to amikacin 

weight ratio is 0.3:1 to 1.0:1.0. 

 

2. The use of claim 1, wherein the administration period is 15 to 35 days. 

 

3. The use of claim 1, wherein the administration period is 20 to 35 days. 

 

4. The use of claim 1, wherein the administration period is 28 days. 

 

5. The use of claim 1, wherein the off period is 15 to 35 days. 

 

6. The use of claim 1, wherein the off period is 20 to 35 days. 

 

7. The use of claim 1, wherein the off period is 28 days. 

 

8. The use of claim 1, wherein the off period is of 25 to 75 days. 

 

9. The use of claim 1, wherein the off period is 35 to 75 days. 

 

10. The use of claim 1, wherein the off period is 45 to 75 days. 

 

11. The use of claim 1, wherein the off period is 56 days. 

 

12. The use of claim 1, wherein the administration period is 28 days and the off period is 

28 days. 
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13. The use of claim 1, wherein the administration period is 28 days and the off period is 

56 days. 

 

14. The use of claim 1, wherein the dose is 280 to 560 mg of amikacin. 

 

15. The use of claim 1, wherein the dose is 230 to 330 mg. 

 

16. The use of claim 1, wherein the dose is 510 to 610 mg. 

 

17. The use of claim 1, wherein the dose is 280 or 560 mg of amikacin. 

 

18. The use of claim 1, wherein the medicament is formulated to provide a patient with a 

 Cmax ofamikacin of less than 10 mcg/mL during the administration period. 

 

19. The use of claim 1, wherein the medicament is formulated to provide a patient with a 

sputum Cmax of amikacin of at least 1000 mcg per gram of sputum during the administration 

period. 

 

20. The use of claim 1, wherein the medicament is formulated to provide a patient with a 

sputum Cmax of amikacin of at least 1000 mcg per gram of sputum during the administration 

period. 

 

21. The use of claim 1, wherein the medicament is formulated to provide a patient with a 

sputum Cmax of amikacin of at least 1000 mcg per gram of sputum for at least 15 days after 

the administration period. 

 

22. The use of claim 1, wherein the medicament is formulated to provide a patient with a 

reduction in log10 CFU of the bacterial infection in the lungs of at least 0.5 for at least 15 days 

after the administration period ends. 

 

23. The use of claim 22, wherein the reduction in the log10 CFU is at least 1.0. 

 

24. The use of claim 1, wherein the improvement comprises an increase in FEV1, an 

increase in blood oxygen saturation, or both.  
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25. The use of claim 1, wherein the medicament is formulated to provide the patient with 

an FEV1 that is increased by at least 5% over FEV1 prior to the treatment. 

 

26. The use of claim 1, wherein FEV1 is increased by 5 to 50 %. 

 

27. The use of claim 29, wherein FEV1 is increased by 25 to 500 mL over FEV1 prior to 

the treatment. 

 

28. The use of claim 26, wherein blood oxygen saturation is increased by at least 1% over 

oxygen saturation prior to the treatment. 

 

29. The use of claim 1, wherein the time to pulmonary exacerbation in the patient is  20 

days or longer. 

 

30. The use of claim 1, wherein the time to rescue treatment is 20 days or longer. 

 

31. The use of claim 1, wherein the lipid to amikacin ratio is 0.5 to 0.7. 

 

32. The use of claim 34, wherein the lipid to amikacin ration is 0.6 by weight . 

 

33. The use of claim 1, wherein the liposomal amikacin formulation comprises DPPC and 

cholesterol in a 2 to 1 ratio by weight. 

 

34. The use of claim 33, wherein the lipid to drug ratio is 0.5 to 0.7 by weight. 

 

35. The use of claim 34, wherein the lipid to drug ratio is  0.6 by weight. 

 

36. The use of claim 1, wherein the amikacin is a pharmaceutically acceptable salt of 

amikacin. 

 

37. The use of claim 39, wherein the amikacin is amikacin sulfate. 
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