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15 November 2005 

The United States Food & .Drug Administration 
Division of Dockets Management (HFA-305) 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

BY COURIER 

Re: Docket No. 20059” (Citizens Petition for ~M~~~L~ 

Dear Sirs : 

The captioned drugproduct is approved as an immediate release solid oral dosage 

form (a capsule). Enclosed -%nd the original and three copies of a CIT~ZEN’S PETITION seeking 

approval for a new dosage form (a tablet). 

Please let me know if you require any further information. Manv thanks in 

advance for your help. With my very best regards, 

PHARMACEUTICAL PAENT ATTORNEYS, LLC 

Dire&t +l (973) 984 0076 
Ah&. Pokl@LicensingLaut. Net 

Mbc:mp 
Enclosure 
Cc w/enclosure : 

Arianne CAMPHIRE, Ph.D., Office of Generic Drugs 



1 Mark Pohl, Esq. 
PHARMACEUTICAL PATENT ATTORNEYS, LLC 

i 55 Madison Avenue, 4*‘<floor 
~ Morristown, NJ 07960-7397 
I Direct Dial (973) 984-0076 

----_*-“_---1*“__-_-I____c_________lr___-”-*---------- 

THE UNTTED STATES 
FOOD & DRUG 

In re ramipril 1.2.5,2.50,.5.00 I 
And 1 Q.00 milligram instant-release : 
oral tablets 

This is a Citizen’s Petition submitted p~su~t to t@e Administrative 

Procedure Act, United States Code, We 5, The Federal Food, Dw & Cosmetic Act, 

United States Code, Title 21, Ij SOS(j)@)(C): and the Code of ~~~r~~R~g~la~Q~s, Title 

Action Requested 
This Petition requests the Commissioner of the Food & 

make a determination that: 

g. Administration 

A. the drug product ramipril instant release oral tablets, in the strengths of 1,25, 

2.50, 5.00 and 10.00 milligrams is suitable for ~o~sid~~t~~~ in an Abbreviated 

New Drug Application, 



I  
,  

T h e  re fe rence  f isted d rug  p r o d u c t is A & a c e @  b r a n d  pr i l  instant re lease  

ora l  caps ties  in  th e  st rengths o f 1 .2 5 , 2 .5 0 , 5 .0 0  a n d  IO .0 0  m ilf’ s. T h e  re fe rence  

l isted d rug  is Ia n  ang io tcnsin conver tin g  e n z y m e  ( A C E )  i~ ~ b it~ ~ . S & e  1 9 9 8  vers ion  o f 

F D A  q q x c ~ e d . l a & % n g  tex t fo r’ & & a c e @  b r a n d  ramipr i l  ta b & s  a t\ 1 , c o h 3 m n  1  (16  \ I 

D e c e m b e r  1 9 % ) < c o p y  a ttached ) . T h e  re fe rence  l isted d rug  is th e  ‘, g e t o f N e w  Drug  

App l i ca tio n  N o . 0 1 - 9 9 0 1 , app roved  o n  2 8  January  1 9 9 1 , A i th e  p & s  tim e , th e  Ho lde r  \ 

o f th a t N e ti D $ g  App l i ca tio n  is K ing  P h a r m a c e u ticalis, Inc ., o f S ristol, Tennessee . 

T h e  N D 4  approva l  fo r  th e  re fe rence  l isted d rug  has  n & t b e e n  w i thdrawn 

d u e  to  sa fe ty no r  e f@ aqy  concerns . T o  th e  con trary, it was  a ~ ~ ~ ~ e d  fo r  use  o n  2 8  

January  1 9 9 1 ,, a n d  s ince th a t tim e  has  en joyed  a  record ..o f sa fe ty a ~ d ~ ~ ~ f~ t iveness wh ich  

suppo r te d  its approva l  fo r  add i tiona l  l abe led  indicat ions.  S e e  R o h ti T E M P L E , M .D., 

L e tte r  (4  C ? # o b e r  2 0 0 0 )  (approv ing  th e  re fe rence  i isted d rug  fo r  a  nev  j l ed  indicat ion);  1  

s e e  a lso  N e w  Drug  App l i ca tio n  N o , 0 1 - 9 9 0  1  S u ~ p ~ e r n ~ t N o . 0 4 0  (22  A u g u s t 1 9 9 5 )  
I 

’ (approv ing  a  n e w  labe led  indura tio n  fo r  th e  re fe rence  l isted d rug ) . 

T h e  re fe rence  l isted d rug  is cu r ren tly ~ ~ ~ ~ o v e d  fo r  use  in, inter aZia,  th e  

reduc tio n  o f th e  r isk o f m yocard ia l  infarct ion, stroke, a n d  d e a th  f& m  card iovascu lar  

causes  . Id . 

T h e  re fe rence  l isted d rug  is app roved  fo r  sa le  as  a n  * ed ia te  re lease  

capsu le . T h e  re fe rence  l isted d rug  is app roved  S r sa le  in  fou r  st ren : 1 .2 5 , 2 .5 0 , 5 .0 0  

a n d  1 0 .0 0  m il I igram s. S e e  Un i te d  S ta tes  F o o d  &  D rug  A ~ ~ ~ s ~ ~ a t~ o n , E lectronic 

O r a n g e  B o o k  e n try fo r  A & a c e @  b r a n d  ramipr i l  instant re@ ase  ora l  capsu les  (15  

N o v e m b e r  2 0 0 5 )  [copy a ttached ) . 
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I, 
. : 

s&ease md tablets 
I 

The Protmsed;Ww Dosm Pa+ 
A;n‘Abbreviated I&w Drug Application may ~~,~~~,~~~ the approvai of a 1. 

new drug product, that is the same as the reference ester dkug. ,5&e 21 u.$.c.A.~~ 

XWj)(Z)(A) (2005). An ~bb~~at~~ New @-ug Application may .a@0 be filed for a new 
., 

drug,podswt w@kh is the same as the refe,rence listed amyt ‘*or a difference, in 

dosage ‘form, ,if the ,Co~~$s~o~~r grants permission, to file such au Application by 

making q administitive finding that the ~difference in &mag~ fcm~ his suita&&. See 2,1 

U.S.C.A. 8 35:5.(j)(2)(C) (X&X5); 21 C.F.R. 8 3,14.93(b). The C has authority 

to approve,a Citize~‘s Petition seeking a change in dosage fmm $m’~l~C,F.R. $ 10.25, 

10.30 (2005). 

Petitioner resp~~t~~ly requests the Co~~~?~~~~~~ a deter& nation 
‘,: 

that ramipril im&ediate release oral tablet drug product is ,s~~a~~e-~o~ &msideration in an 

Abbreviated New Drug App~~~a~o~, &X the same strengths for ~~~ reference listed 

drug is ava#abb in capsule form. : 

There is no reason to qwstion the safeiy ar$ ~~~~~t~~e~~s of the proposed 

drug product dosage form for its labeled uses. As noted above, the reference listed drug 

has enjoyed a record of safety and effectiveness which supp&te its approval for 

additional labekd indications. 

These proposed drug products will contain the sqxe ac#ve drug substance 

as the reference listed drug, have the same route of ~~i~~s~at~~ (&a& as the reference 

listed drug, will have the s&e delivers mechanism (immediate release), and have the 

same dosage stren& (l-25,2.5,5 and X0 milligranj). The ~&TJ&& of jjroposed drug 

product will also be the same as,the cukently-approved ~a~~~~ for the reference listed 

drug, except for changes, which are required because of the di in manufacturer 



and the difference in dosage form proposed under this Petition, The proposed products 

will differ &om the reference listed drug only in their‘ 

, Approval of .this Citizen’s Petition is ~~s~~o~~~~y 

because the Food & Drag A~~~ist~~t~o~, routinely approves ~~i~~~~~ Petitions asking 

for a change &mn one immediz& release oral: dosage fori-n to ~an~~~~ immediate release 

oral dosage form where there is no other change in la~~~~.~g, rou$e~ef administration, 

active d$ug sub&ance, dosage strength,, .et cetera. For the fu~~go~~~.~~sons~ Petitioner 

respect&By, believes, that’ the proposed dosages are suitable: for roval under an 

Abbrevi&ed NW Drug Application. 

!I 
wuestto Wajve Pediatric As~~ssm~ 

An assessment of, the safety and ef&dacy, of the et in pediatric 

patients is req&ed fpr any application for a new a&&es ,~~r~~i~~~ dosage form, 

This Petition &es not request any change in hative i dient, dosage 

strength, indication, route of a~~~str~tion, liar dosing regimen. Thedosing regimen - 

the amount of drug the patient will be administered, and :when, and for what symptoms, 

and with what co-administered therapeutics - will remain the s&me as the dosing regimen 

currently-approved for the reference listed drug. This Petition proposes changing the 

form from capsule to tablet, not c&anging the- drug dosing regimen which those tablets are 

used for. Petitioner therefore respectfilirlly believes that this Peti~o~:does not require 

pediatric assessment. 

CITIZEN’S P~rrrrohr - page 



In the alt~~ati~, Pe~tio~~er requests waiver* of pekiatric assessmentz 

because the Agency has. waived and deferred the for the reference 

waiving’ t@.pediatric study ~q~rern~~ far this action on @ I@ on.“). Petitioner 

therefore ~r~pe&Wy believes that ,a fulf waiver of pediatric s,~~~~ ~s~~~ted, 

Environmental Impact 
.Pe@oner, respectfklly belie&s that it need not ,subnGt e~~~o~enta~ 

Petitio@. See 21 C.F.R. 8 25331, 

Eeoizamic Imnact 
P&$ioner respectiIly ,befieves that it ,need not su ti: economic impact 

information un&ss requested to do so by the Commissioner, ” 4%~ 21 X$‘.R. (5 lO.XJ(b). 

A&n, Requested 
Petitioner respectfully requests the C~~ssia~~ ma& a detestation 

that: 

A. the drug product ramipril i&tam release oral tablets; in Zhe @rengths of 1.25, 

2.50, 5.00 and 10.00 rni~~~gr~s ,is suitable for ,cons~~~~~o~ an Abbreviated 

New Drug Application. 

B. this dosage form 4s either exempt fmm the re@uir for pediatric 

assessment, or that is subject to assessment and the r~q~~reme~t is waived. 
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PraprietaryAame Search 

Appl TE Code RLD Ac$&e Doaage f&in; 
N O  

Strength ,Proprbtary A~ii~~t 
,Ingr&Hent .Rou&i ’ ’ Name 

-A6 No &AMll”W k . t$APStJte; OF&L j.@M~ ALTACE KING PWAFWS 

Return to Electronic ~~~~~‘~~~.~~e P&e ,/_j ^_ 
,: . 

FDA/Center for Drug Evaluatiqn and Research 
Office of Generic C&g$ -, ” 
Diyision of Labe&~&md,tir@~~3 *ppmt 
Update Frequency: 

Orange Book Data -  &%@i$ 
Generic Drug Proc&mt !nf&&tkm & Patent k%%rnation -  Dally 
Orqclge Book Deta U~ted ?tmwh October, 2005 
Patent and Gene~i& ,$t&Wx&~ D&a l.&t:U atad: Nwmtier 15, 2005 

lofl 1 l/15/2005 4:5’F  PM 
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