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SECOND SUPPLEMENT TO CITIZENPETITION 
o 
A. THOMns S. SAmxn 
g.+maAz. MoawEY The undersigned, on 'behalf of Banner Pharmacapq Inc, o9`~Iigh Point, North 
Roawr E. Couxm Carolina, submits this Second Supplement to its above-referenced Citizen Petition . 
DEINA LEVY WENIHOUBE . . . . . . .. . . . . . 

Dam M. swoN 
D eaine I . AAproval ~~f' Banner's dbup~-ofen 1Dr~a2 Product for l~~~ain ~.~ L cs~W 
Duioiv Kim 
NaTunxD. wERER In: a very recent develapmeiii, on March 13, 2006, Banner's drug product 
SAmuu S. 

~ ibuprofen liquid filled gelatin capsules 200 mg was approved for the treatment of ~ Ro ~i.n 
x. sum i P~ migraine (NDA 21-472.15-005) . A copy of the approval letter is unclosed . 
Sc,ozr A . CLxtc 
THOMAS F PREBflON 

BRIAN 7. MM.KIN II, Banner's Product is Indisputably the RI.D 
JOHN J. MomiDA, PFt.D . 
7ENNIM G'IRnvc 
JOHN s. GoETZ Ranbaxy's proposed (111Rag product is ibuprofen liquid filled geiatin capsules 
enwm D. s"aw 240 mg, with ibuprofen base (:IbLtprofen in free acid form) as the active ingredient, 
TrIOMAS A . NEYA&1PALLY . 

xn,mw,x3.McGuW indicated for treatment of migraine (Raf7baxv corzzmetits to Ci:izen Petition, p. 5) . 
Jon .E : gALmsffm" Banner's product includes ihuprofer: base as the active ingrediert, and now has an 
DEsoxnH L. Lu, Pcc.D . a praved mi aine izldicatia l~ FRnt~c~sct~s LanFaoLn-Dusn . 
PAur. A . LEvY 
ANTONIO PAPAGEORGIOU - : Therefore, it is all tile more certain that Banner's product is the reference 
~°~"~`~'`'° listed drug (RLD),-upon which Ranbaxv must rely . r~'.atzbaxy's drug product has the 
vIao Fxqm same active ingredient, dosage form, strength, route of administration and labeled 
*A&Mifted fm a Bar 

Y k * * N indication as Banner's approved drug product . Ranbaky no longer has the excuse m o er = ew 

that its migraine indication differs from Banner's . Indeed, the Orange Book 
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unequivocally states that Baiiner's drug product is the RLD for ibuprofen liquid 
filled gelatin capsules 200 mg. 

From the foregoing. it further follows that the proper regulatory approval 
inechanzsm for Ranbaxy's drug , product is an Abbreviated New Drug Application 
(ANDA). Ranbaxyshauld be required to conv er't its Section 505(b)(2) NDA to an 
ANDA,-based on Banner's product as the RLD. Upon conversion to an ANDA, 
Ranba.xy should be required to conduct a study deiz3oiisa-atan,i~`~ioequivalence to ` 
Banner's product, prior to any final approval decision on i~anhaxy's application.* 

III. Ranbaxy Must Maintain A Certification To Banner's `426 Patent 

Since Ranbaxy's drug product is subject to ANDA xcq uircments, there can 
be no doubt that Banner must maintain a c~~.-tification as to U.5 . Patent No. 
6,251,426, owned by Banner and listed in tl~e Orange Book for Banner's RLD. 21 ' 
U.S .C . § 3ssG)(2)(A)(vi1) ; 21 c .F.x. § 314.}4(a)(1?)(i)(A) .** 

IV: Conclusion 

For the reasons set for-th in Banner's original Citizen Petition, First 
Supplement thereto and herein . Banner's Citizen Petition should be granted in all 
respects : 

Respectfully submitted, 

FROlorIMER LAWRENCE & HALJG LLP 

3 

- -'---- ' 
Charles J . Itaubicheck 

CJR:bav 
Encl. 

Concerning safety data; an infatniation and belief Ranbaxv did not rely on Wyeth'sNDA, but 
was required by FDA to submit safet;- information ti-om a sciencific literaa.ire search. As for efficacy , 
data, RanbaXy can rely additiUnally on WyeClz's NDA, as Banner did. 

- . Banner advances this position ~.viihout waiving the position in its Citizen Petition and First 
Supplement that Ranbaxy iliust certify to the `426 patent if Pcanbaxy is pernlitted to maintain its 
Section 505(b)(2) application . 
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cc(w/encl.) : Charles CYanIey, 'VI.D . 
Director, FDA Office of NonprescriptiUi, Drtig Products 
(HFD-560) 

Andrea Leonard-Segal, M:D. 
Acting Director, FDA Division of Nonprescription Clinical 
Evahiatian (HFD-560) 

Elizabeth H. Dickinson, Esq. 
Kim E. Dettelbach, Esq. 
FDA Office of Chief Counsel (GCF-1) 

Leah A. Christi, FDA Division o#~ 
Nonpres;,riptior: Dni- Products (HI'D-560) 

, 00349900.DOC 
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~ DEPARTMENT OF H[EAlL'TH & HUMAN SERVICES PuLiic Heaith Service 

Food and Drug Administration 
Rovkviiie, MD 2Q85' 

NDA 21-472/5-005 

Banner Pharrnacaps Inc . 
Attention : Shelly K. Meaclium, B.Sc ., RAC 

Director, Regulatory Affairs 
4125 Premier Drive 
High Point, NC 27265 

Dear Ms. Meachum: ` 

Please refer to -your supplemental new drug application dated January 26, 2005, received January 27, 
2005, submitted pursuant to section 505(b)(2) of the -Federal Food, Dnig, and Cosmetic Act for 
ibuprofen capsules, 200 mg. 

We acki.owlc;d,;,,e receipt of your submissions dated November 17, ?005 and January 12, 2006 . 

_ Your submission of January 12, 2006 constituted a complete response to our November 18, 2005 
action letter . 

This supplemental new drub application provides for ibuprofen capsules, 200 mg, for the treatment of 
migraine . 

` We have compieted our review of this application, as amended. This application is, approved, effective 
on the date of this letter, for use as recon-imended in the agreed-upon labeling. text . 

The final printed labeling (FPL) 1riust be identical to the enclosed iabeling (immediate container and 
carton labels submitted November 17, 2005), and must be formatted in accordance mth the 
requirements of 21 CFR 201 .66 . 

Please submit an electronic version of the FPL ior alt stock keeping units according to the guidance 
for industry titled Providing Regulatory Submissions in Electronic F'ort7lcrt - lt~I)~=l . Alternatively, ,you 
may submit 20 paper copies of the IFPL as soon as it is available but no more than 30 days after it is 

' printed . Individually mount 15 of the copies on heavy-weight paper or similar nialeriaL For 
administrative purposes, designate this submission "FPL for approved supplement -ND A 21-472/5--
005." Approval of this submission by ]FDA is ziot required before the Ia'oeling i5 used . 

'< In addition, we have the following recommended rcL,jslori to your label : 

Increase the size of the arrow symbols and use a contrasting color to increase their prominence 
to help consumers read the label information in the correct order becailsslo of the volume of text 
and the number of separate panels included in the Drug Fac;is box on the Otifter carton . 
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All applications for new active intrredients, new dosage forms, new ind~cations, Tie-vv routes of 

administration, and new dosing regimens are rcquired to contain a.c assessment oftlle safety and 

effectiveness of the product in pediatric patients unless this requirement is waaveci or deferred . Wc are 

waiving the pediatric study requirement for under the age of 12 ~-~ears and defenmng pediatric studies 

for ages 12 - 17 years forthis application . 

Your deferred pediatric studies required under section 2 of the Pediatric Research Equity Act (PREA) 

are considered required pc?stmarketing study commitments . The status of this posimarketing study shall 

be reported annually according to 21 CFR 314,8 1 . This commitment is 11,sted below . 

l . Deferred pediatric study under PREA for the treatment of migraine 5n pediatric patients ages 1? -

17 years . 

Final Report Submission : March 13, 2009 

Submit final study reports to this I~±DA . For administrative purposes, ail submissions related to 

this/these pediatric postmai~keting study c~omiritmellt{;s) must be clearly desi~nuted "Required 
Pediatric Study Commitments� . 

In addition, we request that you submit one copy of the introductory promotional materials you 
propose to use for this product. Submit all proposed materials in draft or niock-up form, not final print 
to this division 

If you issue a letter commUnicatirsg important information about this drug product. (i .e ., a "Dear Health 

Care Professional" letter), we request that you submit a copy of the letter to this NDA and a copy to 

the following address : 

MEDWAM-? 
Food and Drug Administration 
WO 22, Roonn 4447 
10903 New Hampshire Avenue 
Silver Spring, MD 2099:3-000? 

If you choose to use a proprietary name for tlYis product, the name and its use in the labels must 

conform to the specifications under 21 CFR 201 . 10 and 20 i .15 . We recommend that you submit any 

proprietary name to the Agency for our revie~v prior to its inlplementation . 

; Please submit one market package of the drug product when it is avrailabl~, . 

We remind you that you must comply with reporting requirements for an approved NDA (21 CFT'~, 

314'.80 and 314 .81) . 






