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Amendments to the Claims:

This listing of claims will replace all prior versions, and listings, of claims in the

application:

1-166. (Canceled)

167. (New) A method of enhancing the oral bioavailability of zoledronic acid

comprising orally administering a dosage form containing zoledronic acid in the

disodium salt form.

168. (New) The method of claim 167, wherein the zoledronic acid in the disodium salt

form provides an enhancement to bioavailability, as compared to zoledronic acid in the

diacid form, which adds to any enhancement to bioavailability provided by any

bioavailability-enhancing agents in the dosage form.

169. (New) The method of claim 167, wherein the zoledronic acid in the disodium salt

form is administered to a mammal in an amount that provides an area under the plasma

concentration curve of zoledronic acid of about 4 ng‘h/mL to about 2000 ng.h/mL to the

mammal each time the zoledronic acid in the disodium salt form is administered.

170. (New) The method of claim 169, wherein the zoledronic acid in the disodium salt

form is administered at an interval of about 3 to about 4 weeks in an amount that

provides an area under the plasma concentration curve of zoledronic acid of about 100

ng-h/mL to about 2000 ng-h/mL to the mammal each time the zoledronic acid in the

disodium salt form is administered.

171. (New) The method of claim 169, wherein the zoledronic acid in the disodium salt

form is administered weekly, or 3 to 5 times in a month, in an amount that provides an

area under the plasma concentration curve of zoledronic acid of about 20 ng-h/mL to

about 700 ng-h/mL to the mammal each time the zoledronic acid in the disodium salt

form is administered.

172. (New) The method of claim 169, wherein the zoledronic acid in the disodium salt

form is administered daily in an amount that provides an area under the plasma

concentration curve of zoledronic acid of about 4 ng-h/mL to about 100 ng-h/mL to the

mammal each time the zoledronic acid in the disodium salt form is administered.

173. (New) The method of claim 167, wherein the dosage form is a solid.
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174. (New) The method of claim 167, wherein the bioavailability of zoledronic acid is

improved by at least about 20% as compared to administration of zoledronic acid in the

diacid form.

175. (New) The method of claim 167, further comprising administering, on a molar

basis, less of the zoledronic acid in the disodium salt form than would be administered

of zoledronic acid in the diacid form in order to achieve the same plasma levels of

zoledronic acid.

176. (New) The method of claim 175, wherein at least about 10 mole% less of the

disodium salt form is administered as compared to the amount of zoledronic acid in the

diacid form that would be administered in order to achieve the same plasma levels of

zoledronic acid.

177. (New) The method of claim 175, wherein the disodium salt form is administered

in an amount, on a molar basis, that has a value of about 0.8ndto about 12nd, wherein:

nd = (ba/bd)(na)

wherein ba is the bioavailability of the diacid form, bd is the bioavailability of the

disodium salt form, and n2! is the number of moles of zoledronic acid in the diacid form

that would be administered in order to achieve the same plasma levels of zoledronic

acid.

178. (New) The method of claim 167, wherein the zoledronic acid is used to treat an

inflammatory condition.

179. (New) The method of claim 167, wherein the zoledronic acid is used to treat

arthritis or complex regional pain syndrome.

180. (New) The method of claim 167, wherein the zoledronic acid is for the treatment

of an inflammatory condition, arthritis, or complex regional pain syndrome, and wherein:

a first oral dosage form is administered; and

a second oral dosage form is administered;
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wherein, with respect to the first oral dosage form, the second oral dosage form

is administered at 10 x Tmax or greater, wherein Tmax is the time of maximum plasma

concentration for the first oral dosage form.

181. (New) An oral dosage form comprising zoledronic acid in the disodium salt form,

wherein the bioavailability, in a mammal, of zoledronic acid in the disodium salt form is

greater than the bioavailability of zoledronic acid in the diacid form would be in the same

dosage form.

182. (New) The oral dosage form of claim 181, wherein the dosage form contains an

amount of zoledronic acid in the disodium salt form that provides an area under the

plasma concentration curve of zoledronic acid of about 100 ng‘h/mL to about 2000

ng-h/mL to a human being to which the dosage form is administered.

183. (New) The oral dosage form of claim 181, wherein the dosage form contains an

amount of zoledronic acid in the disodium salt form that provides an area under the

plasma concentration curve of zoledronic acid of about 20 ng-h/mL to about 700

ng-h/mL to a human being to which the dosage form is administered.

184. (New) The oral dosage form of claim 181, wherein the dosage form contains an

amount of zoledronic acid in the disodium salt form that provides an area under the

plasma concentration curve of zoledronic acid of about 4 ng-h/mL to about 100 ng-h/mL

to a human being to which the dosage form is administered.

185. (New) The oral dosage form of claim 181, wherein the disodium salt form is

present in a lower molar amount than would be present if the zoledronic acid were in the

diacid form; and wherein the zoledronic acid in the disodium salt form has an improved

bioavailability as compared to the zoledronic acid in the diacid form to the extent that

the lower molar amount of the disodium salt in the dosage form does not reduce the

amount of zoledronic acid delivered to the plasma of a mammal.

186. (New) The oral dosage form of claim 185, containing at least about 20 mole%

less of the disodium salt form as compared to the amount of the zoledronic acid in the

diacid form that would be present if the zoledronic acid were in the diacid form.
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187. (New) The oral dosage form of claim 185, wherein the disodium salt form is

present in an amount, on a molar basis, that has a value of about 0.9nd to about 1.1nd,

wherein:

nd = (ba/bd)(na)

wherein ba is the bioavailability of the diacid form, bd is the bioavailability of the

disodium salt form, and n8 is the number of moles of the diacid form that would be

present if the zoledronic acid were in the diacid form.

188. (New) The oral dosage form of claim 187, wherein the disodium salt is

administered in an amount that has a value of about nd.

189. (New) The oral dosage form of claim 181, wherein the dosage form is a solid.

190. (New) The oral dosage form of claim 181, wherein the bioavailability of

zoledronic acid in the disodium salt form is improved by at least about 10% as

compared to an othen/vise identical dosage form containing zoledronic acid in the diacid

form.

191. (New) The method of claim 167, wherein the zoledronic acid is for the treatment

of an inflammatory condition, arthritis, or complex regional pain syndrome, and wherein:

only a single oral dosage form is administered; or

a first oral dosage form is administered, and a second oral dosage form is

administered after the first oral dosage form;

wherein the second oral dosage form is administered before the maximum

pain relieving effect of the first oral dosage form is achieved, or the second oral

dosage form is administered before an observable pain relieving effect is

achieved.

192. (New) The method of claim 191 wherein the second oral dosage form is

administered before an observable pain relieving effect is achieved.

193. (New) The method of claim 167, wherein the zoledronic acid is for the treatment

of an inflammatory condition, arthritis, or complex regional pain syndrome, and

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


