CLAIMS

1. An immunogenic composition comprising an antigen and one or more immunostimulants, wherein the concentration of

sodium chloride orthe—onic-strength-of-said-compeosition is less than 100mM,_wherein the antigen is PRAME, wherein the

immunostimulant is a saponin, a TLR-4 agonist or a mixture thereof, and wherein the immunostimulant is in the form of

liposomes.

2 -An-immunegenic-compesition-as-claimed-in-claim—1-wherein-the-antigen-cr-antigenic-preparalion-is-any-antigen-whish

precipitates—coagulates-oraggregates-aiter-being-dissolved-in-a-solution-comprising-a-cencentration-of sodium-chleride-orwith-an
ionic-strength-greaterthan-smM—10mMA5mM-20mM-30mM-40mM-50mM-80mM—70mM-80mM, 90mM-er-100mM.

- / epis-composition-somprising-of-claim—1-eor2—wherein-the-cencentration-of sodium-chloride—is-lessthan

5——An-immunogenic-composition-as-claimed-in-any-one-of-claims—1-to-4-wherein-the concentration-of sodium-chleride-or
ionic-strength-is-less than-about-100mM-90mM-80mM—70mM-60rmM-50mM-40mM-30mM-—20mM-er-15mM.

6. Animmunogenic-compesition-as-slaimed-n-claim-5-wherein-the-concentration-ef sedium-chlonde-or ionic strength is less
B e

F——Arimmunegenic-composition-as-claimed-inclalim-8-wherein-the-concentration-of sedium-chloride-or-ionic-strength-is less
S

B —Ap-immunogenic composition-as-claimedin-claim-7Z-which-centains-essentially-ne-sedium-ehloride-

82 An The immunogenic composition according to ary-preceding claim 1 further comprising a non-ionic isotonicity agent.

10— An-immdnegenic-composition-according-te-claim-8-wherein-the-nen-ienic-isotonicity-agentis-a-pelyel
H—Anmmunegenccomposiion-accerding to-claim-10-wherein the polyolis sorbitol.

42— The-immuunogenic-composition-abclaim—H-wherein-the-coencentration-of-sorbitol-is- belween-about 3%-and-abowt15%
twivy:

13— The-immunogenic-composition-of-claim—12-wherein-the-concentration-of sorbitel-is-between-about-4%-and-about 10%
fwhi-

14 3. An The immunogenic composition according to any-—preceding claim 2 comprising about 5mM sodium choloride and
between 5% and 6% w/v sorbitol.

16——An-immunoegenic-composition-of- any-one-of claims-1{o-14-comprising-one-ormere immunestimulants.

16— he—mmunogeniccempositien-ef-claim-l5-whereinthelmmunestimulantis a- saponin andior a TLR-4-agonist
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17 Theammunegenic-campositon of clam-16-wherem-the-mmunestimulantsHslare-mn-the form-elHiposomes

18 4. The immunogenic composition of any one of claims 1 to 3 claim-16-0r47 wherein the saponin is QuilA or a derivative thereof,

18 5. The immunogenic composition of claim 4 48 wherein the derivative of QuilA is QS21.

20 6. The immunogenic composition of any one of claims 1 to 5§ 46-t6-48 wherein the TLR-4 agonist is 3D-MPL.

247, Ar The immunogenic according to any one of claims 1 to 6 t0-20 further comprising a CpG oligonucleotide.
22 8. The immunogenic composition of any one of claims 1 to 7 24-for use in medicine.
23 9. The immunogenic composition of any one of claims 1 to 7 24 for use in the treatment of cancer.

24 10, Use of an immunogenic composition of any one of claims 1 to 7 2+in the manufacture of a medicament for the treatment of

cancer.

25 11 A process for making an immunogenic composition as claimed in any one of claims 1 to 7 22-comprising the steps:

a. Lyophilising an antigen, optionally with an immunostimulatory oligonucleotide; and
b. Resconstituting the lyophilised composition of step a) with an agueous adjuvant composition comprising a TLR-4

agonist, and a saponin in a liposomal formulation and a non- ionic isotonicity agent comprising serbitol, wherein the concentration of
NaCl or ionic strength is less than 100mM 80mM--80mM.—70mM-60mM-50mM-40mM-30mM-20mM-15mM-ar10mM.

26 12. A kit comprising:

a. a lyophilised antigen, optionally co-lyophilised with CpG; and
b. an aqueous adjuvant composition comprising a TLR-4 agonist, and a saponin in a liposomal formulation and a non-

ionic isotonicity agent comprising sorbitol, wherein the concentration of NaCl or ionic strength is less than 100mM—20mM,80mM_70mh,;

31 The process or kit-of any-one-slaims-2ie-30-wheraiptheHLR-4-agemsis-30-MEL

32 A precessorkitof any one of claims-25 1o 31 wherein-the-concentration-of NaCl-in-the-aqueous adjuvant composilion-is-about
Srabil

33— The-process—orkit-of -any-one-of claims—25-10-32-wherein-the-antigen-precipitates.—coagulates-of-aggregates -after-being
dissohved-in-a-selution comprising a concentration-of sedium-chlende-erwherain-the-onic-strength-of the solution-is greater than-10mM,
20mM, - 200 40mM, 50mM, B0mM—0mM-B0miM-—90mM-or100mM-
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13. An immunogenic composition comprising an antigen and one or more immunostimulants, wherein the concentration of

sodium chloride is less than 100mM, wherein the antigen is NY-ESO-1, wherein the immunostimulant is a saponin, a TLR-4

agonist or a mixture thereof,_and wherein the immunostimulant is in the form of liposomes.

14. The immunogenic composition according to claim 13 further comprising a non- ionic isotonicity agent.
15. The immunogenic composition according to claim 14 comprising about 5mM sodium chloride and between 5% and 6%
wi/v sorbitol.
16. The immunogenic composition of any one of claims 13 to 15, wherein the saponin is QuilA or a derivative thereof.
17. The immunogenic composition of claim 16 wherein the derivative of QuilA is QS21.
18. The immunogenic composition of any one of claims 13 to 17 wherein the TLR-4 agonist is 3D-MPL.
19. The immunogenic composition according to any one of claims 13 to 18 further comprising a CpG oligonucleotide.
20. The immunogenic composition of any one of claims 13 to 19 for use in medicine.
21. The immunogenic composition of any one of claims 13 to 19 for use in the treatment of cancer.
22. Use of an immunogenic composition of any one of claims 13 to 19 in the manufacture of a medicament for the treatment
of cancer.
23. A process for making an immunogenic composition as claimed in any one of claims 13 to 19 comprising the steps
a. Iyophilising an antigen, with an immunostimulatory oligonucleotide; and
b. reconstituting the lyophilized composition_of step a) with an agueous adjuvant composition comprising a TLR-

4 adgonist, and a saponin in a liposomal formulation and a non- ionic isotonicity agent comprising sorbitol. wherein the

concentration of NaCl or ionic strength is less than 100mM.

27



