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CLAIMS

What is claimed is:

1.

of motor fluctuations in a Parkinson’s disease patient, eemprising:

administerirg-wherein at least one dose of levodopa_is to be administered by

inhalation to athe Parkinson’s disease patients,

wherein within about 10 minutes of administration of levodopa by inhalation, the
patient’s plasma levodopa concentration increases by at least about 200 ng/ml as compared
to the patient’s plasma levodopa concentration prior to administrations, and

wherein said patient’s plasma levodopa concentration maintains said increase of at

least about 200 ng/ml for a time period of at least about 15 minutes after administration.

Use of levodopa in the manufacture of a medicament for providing rapid relief of motor

3.

fluctuations in a Parkinson’s disease patient,

wherein at least one dose of levodopa is to be administered by inhalation to the

Parkinson’s disease patient,

wherein within about 10 minutes of administration, the patient’s plasma levodopa

concentration increases by at least about 200 ng/ml for every 10 mg of levodopa delivered

as compared to the patient’s plasma levodopa concentration prior to administration of

levodopa by inhalation, and

wherein said patient’s plasma levodopa concentration maintains said increase of at

least about 200 ng/ml for a time period of at least about 15 minutes after administration.

Use of levodopa in the manulacture of a medicament for providing rapid relief of motor

fluctuations in a Parkinson’s disease patient population,

wherein at least one dose of levodopa is to be administered by inhalation to a first

Yarkinson’s disease patient who takes a first average daily dose of oral levodopa,

at least one dose of levodopa is to be administered by inhalation to a second

Parkinson’s disease patient who takes a second average dailv dose of oral levodopa, and

wherein both patients have a reduction in motor symptoms within 20 minutes of

administration of said levodopa by inhalation upon administration of the same dose of

pulmonary levodopa.
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4, The use of claim 3. wherein said first average daily dose of oral levodopa is higher than the
second average daily dose of oral levodopa.

5. The use of claim 3. wherein said first average daily dose of oral levodopa is higher than the
second average daily dose of oral levodopa and both average daily doses range from 200mg
to 2500mg of levodopa.

6. The use of claim 3. wherein said first average daily dose of levodopa is between 400-
700mg.

A The use of claim 3. wherein said second average daily dose of levodopa is between 700-
2000mg.

8. The use of claim 3, wherein said first average daily dose of levodopa is between 400-
700mg.

9. The use of claim 3. wherein said second average dailv dose of levodopa is between 1000-
2000mg.

10. The use of claim 3, wherein said pulmonary levodopa is to be administered to more than two
patients wherein said patients take multiple different average daily oral doses of levodopa
ranging from 200mg to 3000 per day.

11. The use of claim 3. wherein within about 10 minutes of administration of levodopa by
inhalation, the patient’s plasma levodepa concentration increases by at least about 200 ng/ml
as compared to the patient’s plasma levodopa concentration prior to administration: and
wherein said patient’s plasma levodopa concentration maintains said increase of at least
about 200 ne/ml for a time period of at least about 15 minutes after administration.

12. The use of claim 3. wherein said pulmonary levodopa dose comprises about 10 mg to about
75 mg of levodopa.

13, The use of claim 3. wherein said pulmonary levodopa dose contains a salt.
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14. The use of claim 3. wherein said pulmonary levodopa dose contains a phospholipid.

15. The use of claim 3, wherein said pulmonary levodopa dose comprises about 12 mg to about
35 mg of levodopa.,

2:16. The methed-use of any one of claims 1 or 2, wherein the dose comprises about 10 mg to
about 75 mg of levodopa.

3:17. The method-use of any one of claims 1 or 2, wherein the dose contains a salt.

4:18. The method-use of any one of claims 1 or 2, wherein the dose contains a phospholipid.

5:19. The method-use of any one of claims 1, 2 or 11, wherein the AUC of levodopa in the
patient’s plasma at about 10 minutes after administration of a-the dose of levodopa by
inhalation, is increased by at least about 1000 ng-min/ml for every 4 mg of levodopa
administered as compared to the patient’s plasma levodopa concentration prior to
administration of levodopa by inhalation.

6-20. The method-use of any one of claims 1, 2 or 11, wherein the AUC of said levodopa in the

plasma at about 10 minutes after administration of athe dose of levodopa by inhalation is
increased by at least about 1000-1500 ng-min/ml for every 4 mg of levodopa administered
as compared to the patient’s plasma levodopa concentration prior to administration of

levodopa by inhalation.
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F21.

9:23.

10:24.

H-25.

+2:26.

13:27.

The method-use of any one of claims 1 or 2, wherein the dose comprises about 12 mg to

about 35 mg of levodopa.

wherein

a dopa decarboxylase inhibitor is to be co-administered to the patient.

The method-use of any one of claims 1, 2 or 3, wherein the patient’s plasma levodopa

concentration maintains said increase of at least about 200 ng/ml for a time period of at least

about 20 minutes after administration.

The method-use of any one of claims 1, 2 or 3, wherein the patient’s plasma

levodopa concentration maintains said increase of at least about 200 ng/ml for a time period

of at least about 30 minutes after administration.

The method-use of any one of claims 1, 2 or 3, wherein the patient’s plasma

levodopa concentration maintains said increase of at least about 200 ng/ml for a time period

of at least about 60 minutes after administration.

The method-use of any one of claimg 1, 2 or 3, wherein the dose of levodopa

comprises at least about 10 mg of levodopa.

The method-use of any one of claimg 1, 2 or 3, wherein said patient’s plasma

levodopa concentration does not increase by more than about 1000 ng/ml within 10 minutes.

H——Acmethod of providingsapidbeliebobmoioluehtonsina-Parkinson™sdisease patient

CEHTPEISIE:
patient

wheret-within-abeut- Hmimes-o Fadministration- the-patients-phisia-devodopa
coneentratton-increases-by-uHeastnbou 200 emHereveryHme-oHevodepadelvered
as-comparedto-the patient s plasma-levodopa-coneentration prioi-lo-administration-of

levodopa-by-inhlation-wherein-said-patients-plasma
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3——The method-of clamm-d—nheretn-the patient splasma-le vodopa-coneentration-maintains
satd-erease-otatdeast-about 200 ng/ml-fora-time-period-ofat-leastabout-30-minutes-alter

24— The method-ofclatmI4whereinthe patient’s plasmalevedopaconcentrationmaintains
satd-nerease-olatdeastaboul 200 ng/mHera-timepertod-ofat-deastabout-60-minutes-alter

. B i

25—the-method-ofelaimt4whereinthe-dose-of-levodopa-comprises-at-least-about-H-mg-of

26——he-methed-efelaimt4wherein-said patient s-plasma-levedopa-coneentration-deesnot

27:28. A-method-ofUse of levodopa in the manufacture of a medicament for providing rapid

relief of motor fluctuations in a Parkinson’s discase patient, comprising:

administering-wherein about 20 mg to about 75 mg of levodopa.is to be administered

to athe patient by inhalations,
wherein said patient receives immediate relief of motor fluctuations within 10
minutes of said inhalation;, and

wherein said patient maintains said relief for a period of at least 30 minutes.

28-29. The methed-use of claim 2728, £

dosage of levodopa is to be administered to said patient.

29.30. The method-usc of claim 2728, wherein said relief of motor fluctuations is

maintained for a period of at least 4 hours.

30:31. The method-use of claim 1, wherein said Parkinson’s disease patient is a stage 2, 3 or

stage 4 Parkinson’s disease patient.

3432, The method-use of claims 1, wherein said dosages of levodopa are not affected by a

central nervous system food effect.
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A-method-efUse of levodopa in the manufacture of a medicament for providing rapid

relief of motor fluctuations in a Parkinson’s disease patient, comprising:

to athe patient by inhalation wherein the Cmax"/AUCM divided by Cmax®?/AUCO™! is

greater than 1 on a comparative dose of levodopa.

A-method-ofUse of levodopa in the manufacture of a medicament for providing rapid

relief of motor fluctuations in a Parkinson’s disease patient, comprising:

administering-wherein one or more dosages of levodopa.is to be administered by

inhalations,

wherein the ratio of T2/ T™® is less than 1/2.

The method-use of claim 3334, wherein said ratio is less than 1/5.

The method-use of claim 822, wherein the dopa decarboxylase inhibitor is to be
administered to the patient before, simultaneously with or after, administration of levodopa
by inhalation.

The methed-use of claim 1, wherein the dose of levodopa comprises 90% by dry

weight levodopa, 8% by dry weight dipalmitoylphosphatidylcholine (DPPC) and 2% sodium

chloride.

A-methed-oflUse of levodopa in the manufacture of a medicament for providing rapid

relief of motor fluctuations in a Parkinson’s disease patient, comprising:

administering-wherein about 20 mg to about 75 mg of levodopa is to be administered

to a patient, and
wherein the Cmax™/AUCP divided by Cmax®®/AUC®"™ is greater than 1 on a comparative

dose of levodopa.

A-method-eflise of levodopa in the manufacture of a medicament for providing rapid

relief of motor fluctuations in a Parkinson’s disease patient, compristag:

adannistering-wherein levodopa is to be administered to said patient such that the

patient’s plasma levodopa levels is increased by about 200-500 ng/ml.
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39:40. The methed-use of claim 3839, wherein said levodopa is to be administered by the

oral route, pulmonary route or parenteral route.

4041.. The methed-use of claim 3839, wherein said plasma levodopa levels are increased by
200-400 ng/ml, 300-400 ng/ml, 350-450 ng/ml or about 400 ng/ml.

4142, The method-use of claim 3839, wherein said levodopa is to be administered by the

pulmonary route and is at a dose of about 25-40 mg of levodopa to the pulmonary system.

4243, The method-use of claim 3839, wherein said patient has at least a 100%

improvement in UPDRS score within 20 minutes of administering said levodopa.

admintstering-at-least-ene-dose-of-levodopa-by-inhalationte-afirst Parkinson’s

disease-patient-who-takes-a-first-average daily-dose ot vral-Hevodopa:
administering-atleast-ene-dese-efevedopa-by-inhalation te-a sceond Parkinson’s

discase-paticnwho-takes-aseeond-average-daiby-dose-otoral-levodopu:
wherein-both-patients-have-areduction-in-motor-symptoms-within 20-4minutes-of

administration-ofsatd-evodopa-by-inhalation-upen-administration-ot-the same-dose-of

45—he-method-ofclatm-43—wherein-satd-frstaverage-datly-dose-of oral-evodopa-is-higher
than-the-second-average-daily dose-oforaHevedepa-and-beth-averase-daily dosesvange
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48— The-method-ofclaim-43whereinsaid-fst-average-dath-dese-olf-evodopa between400-

FOOHe:
49— themethodobcaim-43whereinsaid-second-average-duth-dese-oHevodopais-between
1000-20008ae.

mh&ﬁ%m—ﬁmﬂ@%&plﬁ%%dm&a&aﬁ%%byﬂ%&hﬁu%ﬂﬁﬂ#
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52—the-method-otelaim 43 wherein-said pulmonarytevodepa-dose-comprises-about-10-me-to
about 75 Flevodona,

53+ Fhemethodobclaim-3whereinsaid-pubmenary |

S4——the-method-of elaim-43,-wherein-said-pulmonary-levedopa dose-contains-a-phospholipid-

SA Tho imethad af ~loies §1 vrdharatn tha AT AFlasadamn daa o matiamt’c salacann ot alanse 10

minutes-alieradministration-ofa-dose-ofevodopa-by-nhalation is-inereased-by-at-Jeast
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——administered-as-compared-to-the patient’ s plasmalevodopa-concentrationprior-to

satd-inerease-ofat-eastabout 200 ng/ml-for-a-time peried-eFat-least abeut 30-mi

62——TFhe-method-olclaim-43-wherein-the-dose-eHevodepa-comprises-at-teast-about Ho-me-of

63— he-method-efelaim-43wvhereinsaid-patient' s-plasma-levodopa-concentration-dees-net

inecanca manra than alhost TOON e/l ssthen 103 minaitan
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