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Citizen Petitian 

The undersigned submits this petition in accordance with 23 CFR 1030 to 
request the Commissioner of Foctd and Drugs to require an acceptable in viva 
bi~equivalenGe study Wnducted under fasting and fed conditions as a 
requirement for approval of an abbreviated new drug application (AQUA) for a 
generic version of Skelaxin (metaxalane) Tablets, 400 rng- 

A. Action Requested 

The petitioner requests that the Commissioner of the Food and Drug 
Administration require, as a condition of approval an abbreviated new drug 

plication for a generic version uf Skelaxin (meta~al~ne) ablets, 400 mg, an 
acceptable bioequivalence study that demonstrates the eneric product is 
b~Qequivalent to the reference product when administered under both fasting and 
fed conditions. [Please note that Elan recognizes that the FDA, as described 

has initiated a process whereby they pro se to notify industry of the 
r an in viva fasting study as a condition of NDA approval. Should and 

when that decision become final and FDA publishes final notice in the Orange 
Book, and responds to the IJRL petition that an rp1 viva fasting study will be 

ired for ANDA approvals fur this drug product, the portion of this petition 
ing to the in viva fasting study should be considered as withdrawn by Elan. 

However, the portion of the petition requesting a food elect study as a condition 
of ANDA approvaf shall remain active.] 

ES. Statement of Grounds 

The petitioner is aware of the March 6, 2001 petition filed by URL Mutual 
Pharma~eutiGal Co. Inc. (Docket No. O’l P-01 17/CP?) requesting the Food and 
Drug Administ tion require an accepta le in viva fasting bioequivalence study 
demonstrating that the generic product and the reference product are 



bi~equi~a~ent as a lronditiun of approval generic: version af Skefaxin (metaxa~~ne) 
lets, 400 mg. In support of their request, URL Mutual intruded the results of 

MO &I v/vo bi~equiva~en~e fasting studies and three separate in vifrs djss~~uti~n 
tests. 

As a result of the data presented in the URL. petition, the Division of 
3i~equiva~en~e~ Uffice of Generic Drugs, has published a proposal TV change the 
designation for metaxalone tablets from a “non b~upr~b~e ” to a ‘~bi~~r~b~ern~ 
drug. This change in designation recognizes that there is no de 
V&O correlatian and will thus require the submission of an in v&a 

udy demonstrating that any generic metaxafone product is b~~equ~~a~ent ta 
Skefaxin.. We agree that metaxalane should be designated as a bioprobfem 
drug. f 

fn addition, based on the results of a p~a~~aG~k~n~~~~s study showing a marked 
food effect on metaxalone, we are requesting that the abbreviated new drug 

plication approval requirements be further modified to include acceptable 
b~~~q~iva~enG~ to the reference product when administered under both the fed 
and fasting G~~dit~~~s. 

Upon review of the data contained in the URL petition Han Guneluded that an in 
vriia fasting study should be required as a subject of ap mval for a generic 

realization and a desire to further characterize the 
nce of its product, in July 2CNYl Elan initiated a study to 

dateline if food has an effect on Sketaxin absorption. A single 4 g dose of 
Sketaxin was administered under fasting (IO hour overnight and fed 

h fat breakfast) cunditions in a twio treatment, randomized, 
crossover study in 42 healthy volunteers (31 males, ‘I I females). The results 
indicate that the bi~ava~~abi~~ty was significantly increased when Skefaxin was 
administered with food in that both the rate (C,,,) and etient of abs~r~t~~n 
(A~C*-~) were increased. There was no significant difference noted for AUC oW8 e 
A copy of the final report, conducted Fn acr=ordance with ~r~t~c~~ No. AN121607 
is attached for your review. 

addition, concurrently with the filing of this etition Elan has submitted a 
iabeling supplement to the Skefaxin NDA to revise the sabering to reflect the 
results af this study. 

C. Environmentai impact 

CategQrica~ exclusion is claimed under 21 CFR 25.31 e 

D. Economic impact 

The petitioner does not believe that this is app~~Gable in this case, but will agree 
to provide SW an analysis if requested by the agency. 



E. Certification 

“T”he undersigned certifies, that to the best knowledge and belief lof the 
undersigned, this petition incfudes all information and views on which the petition 
relies, and that it includes representative data and information known to the 
petitioner, which are unfavorable to the petition. 

Sincerely, 

Linda Ball4 Fischer 
Director, Regulatory Affairs 

CC: Gary Buehler . 
Director, Office of Generic Drugs (~FD~6~~) 

Jonca Bufl, M.D. - Cover letter anfy 
irector, Division of Antimlnflammat~~, Analgesic 

And Opthalmic Drug Products (HFD-550) 



t? 
3 
3 
I I)n 

8. 

m 
!!ir 



Page 

inical Study Report (Secticw l-16) 

A~~e~d~~es (Section 17) 

Study ~~f~rrnat~Qn (Section I 7. q ) 

Subject Data Listings (Section 17.2) 

Case Report Forms (Section 17.3) 

individual Data listing (Section 17.4) 

05 

41 

43 

242 

368 

373 



This page was ~nt~nt~~nally left blank. 



This page was in~en~i~na~~y left blank. 


