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Claims 

1. The use of a proliposomal powder dispersion in testosterone replacement therapy 
(TRT), the dispersion consisting essentially of :- 
 

(a) native testosterone, 
(b) cholesterol, and 
(c) at least one phospholipid, 

wherein (a) and (b) are present in a weight ratio (a):(b) ranging from 1.0:0.05 to 
1.0:0.30 and (a), (b) and (c) are present in a weight ratio of (a):((b)+(c)) ranging 
from 1.0:1.0 to 1.0:2.5,  

in the manufacture of a medicament for the treatment of hypogonadism in an 
individual in need thereof, 

wherein the amount of the proliposomal powder dispersion to be administered to the 
individual is sufficient to raise the individual’s serum testosterone concentration to at 
least 300 ng/dL. 

 

2. The use according to claim 1, wherein the phospholipid  is selected from  distearoyl 
phosphatidylcholine, dipalmitoyl phosphatidylcholine, dimyristoyl phosphatidylcholine, 
egg phosphatidylcholine, soy phosphatidylcholine, dimyristyl phosphatidyl glycerol 
sodium, 1,2-dimyristoyl-phosphatidic acid, dipalmitoylphosphatidylglycerol, 
dipalmitoyl phosphate, 1,2-distearoyl-sn-glycero-3-phospho-rac-glycerol, 1,2-
distearoyl-sn-glycero-3-phosphatidic acid, phosphatidylserine and sphingomyelin, 
and a combination thereof. 
 
 

3. The use according to claim 2, wherein the phospholipid is distearoyl 
phosphatidylcholine. 

 

4. The use according to claim 1, wherein the proliposomal powder dispersion is to be 
administered in an oral dosage form. 
 
 

5. The use according to claim 4, wherein the oral dosage form comprises the dispersion, 
admixed with microcrystalline cellulose, and the dispersion and the microcrystalline 
cellulose are present in a weight ratio ranging from about 1:0.5 to about 1:2. 
 
 

6. The use according to claim 5, wherein the microcrystalline cellulose are present in a 
weight ratio ranging from 1:0.5 to 1:1.  
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7. The use according to claim 1 or claim 4, wherein the dosage of the native 
testosterone is in an amount from 50 to 260mg. 
 

8. The use according to claim 1 or claim 4, wherein the dosage amount to be 
administered to the human in need thereof is 120mg, to be administered twice daily. 
 
 

9. The use according to claim 1 or claim 4, wherein the dosage amount to be 
administered to the human in need thereof is 240mg, twice daily. 
 
 

10.  The use according to claim 4, wherein the oral dosage form is a capsule coated with 
a delayed release coating. 
 
 

11. The use according to claim 1 or claim 4, wherein the individual in need thereof has a 
serum testosterone concentration of 300ng/dL or less. 
 
 

12. The use according to claim 1 or claim 4, wherein the hypogonadism is associated 
with testosterone deficiency syndrome. 
 
 

13. The use according to claim 1 or claim 4, wherein the the hypogonadism is associated 
with androgen deficiency of the aging male (ADAM). 


