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AMENDMENTS TO THE CLAIMS 

Attorney's Docket No.: 25922-819.301 
Preliminary Amendment and Response to 

Restriction Requirement 

Please amend claims 131, 132, and 134-144. Please cancel claims 130 and 133. Please add 

new claims 145-149. This listing of claims replaces all prior versions and listings of claims in the 

above-referenced patent application. The following amendments do not constitute an admission 

regarding the patentability of the amended subject matter and should not be so construed. 

Applicants reserve the right to pursue the subject matter of the canceled claims in this or any other 

appropriate patent application. Deletions are denoted by [ striketh-rough] and additions are denoted 

by underline. 

Listing of Claims 

1. -129. (Cancelled) 

130. (Canceled). 

131. (Currently Amended) A method for treating a relapsed or refractory hematological 

malignancy in an individual comprising administering to the individual an inhibitor ofBruton's 

tyrosine kinase (Btk). 

13 2. (Currently Amended) [ [A]] The method for trea-tiRg a of claim 131, wherein the relapsed or 

refractory hematological malignancy is a relapsed or refractory non-Hodgkin's lymphoma ffi.-aR 

iRdividual comprisiRg admiRisteriRg to the iRdividual aR iRhibitor of BrutoR's tyrosme kiRase (Btk). 

133. (Canceled). 

134. (Currently Amended) The method of aay of claims 130 LB claim 131, wherein the inhibitor 

of Btk is administered orally. 

135. (Currently Amended) The method of aay of claims 130 133 claim 131, wherein the inhibitor 

ofBtk is administered once per day, twice per day, or three times per day. 

136. (Currently Amended) The method of aay of claims 130 133 claim 131, wherein the inhibitor 

of Btk is administered daily or every other day. 

137. (Currently Amended) The method of aay of claims 130 133 claim 131, further comprising 

administering a second cancer treatment regimen. 

138. (Currently Amended) The method of claim [[138]] 137, wherein the second cancer treatment 

regimen comprises bendamustine, bortezomib, CAL- I 01, chlorambucil, cyclophosphamide, 
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dexamethasone,docetaxel, doxorubicin, endostatineverolimus, etoposide, fludarabine, fostamatinib, 

hydroxydaunorubicin, ibritumomab, ifosphamide, lenalidomide, mesalazine, ofatumumab, 

paclitaxel, pentostatin, prednisone, rituximab, temsirolimus, thalidomide, tositumomab, vincristine, 

or a combination thereof. 

139. (Currently Amended) The method of any of claims 130 133 claim 131, wherein the amount 

of the inhibitor ofBtk is between 1.25 -17.5 mg/kg/day. 

140. (Currently Amended) The method of claim [[133]] 131, wherein >95% of the Btk is 

occupied by the inhibitor of Btk at 4 hours post dose. 

141. (Currently Amended) The method of any of claims 130 133 claim 131, wherein the inhibitor 

of Btk is an irreversible inhibitor of Btk. 

142. Currently Amended) The method of any of elaims 130 133 claim 131, wherein the inhibitor 

of Btk forms a covalent bond to a Btk. 

143. (Currently Amended) The method of any of claims 130 133 claim 131, wherein the inhibitor 

of Btk forms a covalent bond to a cysteine sidechain of a Bruton's tyrosine kinase (Btk). 

144. (Currently Amended) The method of Glaim claim 143, wherein the cysteine sidechain of the 

Btk is cysteine 481. 

145. (New) The method of claim 131, wherein the inhibitor ofBtk is a compound having the 

structure 

'\,N 

N 

l)~ 
0 

146. The method of claim 132, wherein the relapsed or refractory non-Hodgkin's lymphoma is a 

relapsed or refractory diffuse large B-cell lymphoma (DLBCL), relapsed or refractory mantle cell 

lymphoma (MCL), relapsed or refractory follicular lymphoma (FL), relapsed or refractory chronic 
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lymphocytic leukemia (CLL), relapsed or refractory small lymphocytic leukemia (SLL), or relapsed 

or refractory multiple myeloma (MM). 

147. (New) A method for treating a relapsed or refractory non-Hodgkin's lymphoma in an 

individual comprising administering to the individual an inhibitor of Bruton's tyrosine kinase (Btk), 

having the structure 

148. 

~,N 
N 
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(New) The method of claim 147, wherein the relapsed or refractory non-Hodgkin's 

lymphoma is a relapsed or refractory diffuse large B-cell lymphoma (DLBCL), relapsed or 

refractory mantle cell lymphoma (MCL), or relapsed or refractory follicular lymphoma (FL), 

relapsed or refractory chronic lymphocytic leukemia (CLL), relapsed or refractory small 

lymphocytic leukemia (SLL), or relapsed or refractory multiple myeloma (MM). 

149. (New) A method for treating a relapsed or refractory mantle cell lymphoma in an individual 

comprising administering to the individual an inhibitor of Bruton's tyrosine kinase (Btk), having the 

structure 

~,N 
N 
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Any fees that may be due in connection with the filing of this paper or with this application 

may be charged to Deposit Account No. 23-2415. If a Petition for Extension of time is needed, this 

paper is to be considered such Petition. 

Claims 131, 132, and 134-149 are pending. Claims 131, 132, and 134-144 are amended. 

Claims 130 and 133 are canceled. New claims 145-149 are added. Claim 131 is amended to 

provided proper antecedent basis for now dependent claim 132. Basis for the amendment can be 

found, for example, in paragraphs [0004], [0047], and [0171], in the specification as filed. Claim 

132 is amended to depend from claim 131. Claims 134-143 are amended to correct claim 

dependency. Claim 144 is amended to correct a typographical error. Basis for new claims 144-149 

can be found in the application and claims as originally filed. No new matter is added. 

Restriction Requirement 

The Examiner has required restriction among the following groups. 

Group I: Claims 130, 133-146 directed towards a method for treating a 
lymphoma in an individual comprising administering to the individual an inhibitor 
ofBruton's tyrosine kinase (Btk), wherein the lymphoma is a Cutaneous B-Cell 
Lymphoma, Cutaneous Marginal Zone Lymphoma (MZL), Diffuse Mixed Small 
and Large Cell Lymphoma, Diffuse Small Cleaved Cell, Diffuse Small 
Lymphocytic Lymphoma, Endemic Burkitt's lymphoma, Follicular Large Cell 
(Grade 3), Follicular Mixed Small Cleaved and Large Cell (Grade 2), Follicular 
Small Cleaved Cell (Grade 1), immunoblastic large cell lymphoma, indolent 
lymphoma, intravascular large B cell lymphoma, Intravascular Lymphomatosis, 
Large Cell Immunoblastic Lymphoma, Large Cell Lymphoma (LCL), low-grade 
small B-cell lymphoma Lymphoblastic Lymphoma, lymphoplasmocytic 
lymphoma, Mediastinal Large B-Cell Lymphoma, precursor B-Iymphoblastic 
lymphoma, primary central nervous system (CNS) lymphoma, primary 
mediastinal B-cell lymphoma, or Sporadic Burkitt's Lymphoma, further 
comprising a second cancer treatment (claim 138) and dosage regimen .. 

Group II: Claims 131, 133-144, 147, and 148 directed towards a method 
for treating a refractory hematological malignancy in an individual comprising 
administering to the individual an inhibitor of Bruton's tyrosine kinase (Btk). 

Group III: Claims 131, 133-144, 149, and 150 directed towards a method 
for treating a relapsed or refractory non-Hodgkin's lymphoma in an individual 
comprising administering to the individual an inhibitor ofBruton's tyrosine kinase 
(Btk). 

-5-

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.


