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MEMORANDUM TO FILE

Dissolution Specification or Lacosamide Tablets (NDA 22-253 and NBA (-
TV

' NDA 022-253 and r—f—

Drug name, substance, dosage Vimpat, Lacosamide film-coated
form and strength tablets (50-, 100-, 150-, 200-, 250— and

- 300-m 0

Sponsor Schwarz Biosciences, Inc.

Research Trianle Park, NC

Clinical Division Division of Neurology Products and
Division of Anesthesia,
Anal-esia and Rheumatolo- Products

'The purpose of this memorandum to file is to clarify and consolidate the ONDQA
recommendation for dissolution specification for the lacosamide tablets.

 
 

   
  
 

 

  

  

 

  

 
   

In my April 4, 2008, dated review of this submission, l had provided the following
section to support dissolution specification for lacosamide tablets: ’

mmmminmmpemmmalmweemmmwwmm
adhasedmflmsbrnMeddahflefoflwhgdbsolufimmeflwdformebmfidetabletsis
acceptable:

USPApparatusNPadrfle)
Testmefiumzllj NHCl,900mL
Turpentine: 37°C 0.5“0

Q=—- at 30 nin

Forthe CMC review including complete product quarrty assessment and specification for the lacosamide
dosage forms. please see Dr. Prafull ShiIunam’s review.

lnfiieNDAaWIamnfidedmolufiontesfingwascamedmtatSOrpmpaddlerotafionspeed,the
Spampmposos "rpmforthe dissolution specilimtion, however, consisterrtwitlfihesulmissimthe
Spamslnddmintainfireofiginalpadrflespeedofflmmfordissolufimtecfirg.

Consistent with the above comments, the primary quality reviewer, Dr. Prafull
Shiromani, had also requested additional information from the Sponsor (including
those related to dissolution and stability testing of the lacosamide tablets).
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The Sponsor responded to the IR letter on April 29, 2008. Dr. Shiromani’s May

20, 2008, dated review, encompassing evaluation of the updated dissolution test

results obtained at both 50 rpm and —- rpm (as part of the updated 24 month

stability data from twelve primary stability batches and additional supportive

data), indicates that the Q value of -* ‘at 30 min with a paddle speed of 50 rpm

is acceptable for ensuring product quality.

This reviewer agrees with Dr. Prafull Shiromani’s extensive chemistry review of

the dissolution test results obtained from stability batches. The Q value of =-

at 30 min is acceptable (instead of -‘ at 30 min) based on dissolution test

results that indicate that as long as the test is carried out with a —-==s .paddle

speed (50 rpm vs. —-—- rpm) and according to the above test conditions (USP

Apparatus 2, and 900 mL of 0.1 N HCI media), the dissolution test is suitable for

quality assessment of the lacosamide tablets.

' For product specification of the lacosamide tablets, including in vitro dissolution,
please see Dr. Shiromani's May 20, 2008, dated Chemistry Review.

Signature;

Arzu Selen, Ph.D.

Associate Director, Biopharmaceutics

Office of New Drug Quality Assessment
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature. - »

' Arzu Selen

6/27/2008 11:15:26 AM
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- CLINICAL PHARMACOLOGY REVIEW

NDAs

Submission Dates:

Type:
Generic Name:

Brand Name:

Drug Class:

Proposed Indications:

Clinical Divisions:

OCP Division:

Reviewers:

Team Leader:

PM Reviewer:

PM Team Leader:

Dosage Form:

Strengths:
Route of Administration:

Propsoed Dosing regimens:

Applicant:
Relevant IND:

Type of Submission; Code

22—253, “"7
9/28/2007; 11/26/2007; 12/13/2007; 5/27/2008

505(b)(1)
Lacosamide

VIMPAT

Other antiepileptics

NDA 22-253: For the treatment ofEpilepsy as adjunctive

therapy in patients with partial onset seizures aged 16 years
and older

NDA _* . For the management of neuropathic pain
associated with diabetic peripheral neuropathy

NDA 22—253: Neurology Products (DNP)

NDA ’ _,... . Anesthesia, Analgesia and Rheumatology

Products (DAARP)

Clinical Pharmacology 2 (DCP2)

Lei Zhang, Ph.D.

Emmanuel O. Fadiran, R.Ph., PhD.

Suresh Doddapaneni, Ph. D.

Hao Zhu, Ph.D.

Joga Gobburu, Ph.D.
Film Coated Tablets

50, 100, 150, 200, 250, and 300 mg
Oral

NDA 22-253: Starting dose is 100 mg (50 mg twice daily)
and the recommended maintenance dose of lacosamide is

200-400mg per day. Maximum dose is -=-‘ mg/day.

{ H
Schwarz Biosciences, Inc
IND ~==~ ~ . _

505 (b)(1); IS W“
 

13(4)

11(4)

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.


