
Dockets ~a~a~effle~ 
Food and Drug Ad~~~is~~a~~~n (HFA-305) 
12420 Parklawn Drive (Room 1-23) 
Rockville, MD 20857 

RE: Suitabil~~ Petition 

Dear Sir~~adam: 

~~~~osed are four copies of a suitability petition we are filing on behalf of Atfey Pharmaceuticals, 
land, VA 23005. The petit~u~ requests the Commissioner to permft Atley to file an 

abbreviated new drug appl~~at~o~ (ANDA) for a tableted product containing hydro~do~e bita~rate 
d acetaminophen at strengths different from the RCD drugs as defined in the attached petition. 

Paul W. Can-, P.E., R.A.C. 
Regulatory Consultant 

cc: Atley Pharmaceuticals, Inc. 

PWC:pbh 

DALLAS, TX Q WASHINGTON, D.C. UNITED KINGDOM 



SUITABILITY PETITION 

Petition Filed By: 
Atley Pharmaceuticals, Inc. (Atley) 
14433 N, Washington Highway 
Ashland, VA 23005 

Proposed Products: 
Oral Tablet Dosage Forms Containing 
f 0 mg hydrocodone bitartrate/250 mg acetaminophen 
7.5 mg hydrocodone bitartraM250 mg acetaminophen 



. . 
. 

. . 
. l 

. 
. 

. 
. 

. 
. 

. 
. * 

. 
. * 

* . 
. 

. 
* . . . . . . . . s . . . . . . . . * * . . . * 

. a 

. 
. 

. . . 



SUITABILITY PETfTION 

The undersigned submits this Suitability Petition under Section 505 of the Federal Food, Drug 

and Cosmetic Act (FFDCA) (27. U.S.C. 355@(2)(C), which authority has been delegated to the 

commissioner of Food and Drugs under 2 f CFR $5.10. Petitioner requests the Commissioner of 

Food and Drugs to make a determination that the drug products hereinafter described are suitable 

for consideration under an abbreviated new drug application (ANDA). 

A. Action Requested 

Atley requests a determination that a drug product containing 250 mg acetaminophen, 10 mg 

codone bitar&ate and a drug product containing 250 mg acetaminophen, X5 mg 

codone bitartrate in tablet form for oral administration is suitable for evaluation under an 

We also request the Food and Drug Commissioner to grant a waiver from the requirements of a 

pediatric study for a change in dosage form on the basis that this combination of active 

ingredients is Coventry approved by the Food and Drug Adrn~~~s~atio~ at several strength 

combination, all for the same disease conditions, but allows the physician to properly prescribe 

the appropriate strength depending on the severity of the condition. We ~derstand the agency’s 

desire to seek information regarding the use of this drug in variuus pediatric populations. 

However, in this case the product labeling already includes approved uses and dosing insertions 

for the most significant patient population. We propose that the concept of a standardized dosage 

adjustment for sa ty or efficacy, which is the usual goal of pediatric studies, is not relevant to 

this drug. In accordance with 21 CFR 3 14.55(c) the Commissioner may grant full or partial 

waiver of the study requirements on his own initiative or at the request of the applicant. 



B. Statement of Grounds 

The FFDCA allows an ANDA applicant to petition FDA for permission to file an A for a 

drug product whose strength differs from that of the listed drug. See 21 U.S.C. §355~~(2~(C~; 57 

Fed. Reg. I79504 7952( 1992). 

In the case of the proposed products there are several reference listed drug (RLD) products for 

tablets published in, “A-zpmved Dru;a Praduc& with Therapeubk hh&alence ~v~~~a~~~~~, ” (The 

Orange Sook) covering strengths of acetaminophen from 325 mg to 750 mg along with 

hydrocodone bitartrate strengths from 2.5 mg to 10 mg (Attachment 1). We have also attached a 

table listing products similar to the proposed products that have been approved or for which 

s~i~abili~ petitions have been accepted (Attachment 2) 

The proposed products are similar to the reference (RILD) products in that the proposed products 

contain a~etaminophe~ and hydrocodone in combination as a proven analgesic. 

The legal basis under which this application proceeds is as promulgated in the FFDCA, noted 

above, which allows the Commissioner to accept a generic drug application for a drug which 

differs in dosage strengths from the pioneer or reference drug product. The petitioner is not 

aware of any information that would be unfavorable to the granting of the requested action. 



C. Eavironmental Impact 

ey hereby requests a categorical exclusion from the requirement of preparing an env~ro~ental 

assessment. As provided in 21 CFR 25.3 1, neither an environmentaf assessment nor an 

environmental impact statement is required, To the best of the petitioner’s knowledge, no 

extraordinary circumstances exist that may significanGy affect the human environment as 

discussed under 2 1 CFR 25.2 1. 

D. Ecanomie Impact 

As provided in 21 CFR ~~.3~~b~, economic impact information is to be submi~ed only when 

requested by the commissioner following review of the petition. 

ey is attaching labeling for the RLD product to which ey are comparing the proposed drugs. 

These products are as folIows: 

App~~eat~on Not 

040148 

040248 

Name ofDrug 

NorcoB 

Hydrocodone Bitartrate 
and Acetaminophen 
7s1325 

Company 

Watson Pharma, Inc. 

Watson Pharma, IIXL 



IL Labeiing 

ment 3 provides copies of the proposed generic product labeling and Attachment 4 

es copies of the reference drug labeling. [Please note: Atley is still in the process of 

f~~al~~~g the design of the product container label. We have ~~c~~ded several styles in 

Attachment 3, but the text will remain the same.] 

hollowing is a description of the differences between the proposed generic product labeling and 

the RLD package inserts. 

1. Add “Rx Only” to the beginning of the text 

2. Replaced “Norco8 Tablets” trade name with the Atley trade name of ‘“Prolor UY250” or 

“Prolor 7.5/250.” 

3+ Removed VIational PharmaPak Services, Inc., Zanesville, OH 43701.” 

* Description 

A. Replaced the trade name NurcoB with “Prolor 10/2Sc)” or ““Prolor 7.5/250” 

B. Change the descriptive text as follows: 

C, Please note for the folilawing review only t e Prolor 101250 trade name will be 

used, but the same text, etc., will apply tu the Prolor 7.5/250. 



FROM: TO THE FOLLOWING: 

NQRCO@ (~ydro~odone bitartrate ant 
a~etaminophen~ is supplied in table1 
form for oral a~~n~s~atio~. 

ydrocodone bitartrate is an opioid 
analgesic and antitussive and occurs a$ 
fine, white crystals or as a crystalline 
powder. It is affected by Xight, The 
chemical name is 4, Sa-epoxy-3- 
methoxy- 17~m~tbylmo~hinan-~-one 
tartrate (1:l) hydrate (25). It has the 
following structural formula: 

A~etaminophen, 4’-hydroxya~e~nil~de, 
slightly bitter, white, odorless, 
crystalline powder, is a non-opiate, non- 
salieyfate analgesic and antipyretic. It 

owing strrrctural formula: 

Each N~RC~~ tablet contains: 

Hydroeodone Bitartrate lOmg(or 
7.5 mg) 
(W-G: May be habit forming) 

325 mg 

[n additions each tablet contains the 
E0110wing inactive ingredients: 
zroscarmellose sodium, crospovidone, 
~a~esium stearate, microcrystalline 
:ellulose, pregelatinized starch, 
3ovidone and stearic acid; the 7.5 
ng/325 mg tablets include FD&C 
Yellow #6 Aluminum Lake, the 10 
ng/325 mg tablets include D&C 
Yellow #IO ~~~~nurn Lake. 

Prolor W250 [or 7.5/250] (Hydrocodone 
bitartrate and ac~tam~~ophen~ is supplied 
in tablet form for oral ad~in~s~ation. 

~ydrocodo~e bitartrate is an opioid 
analgesic and antitussive and occurs as 
fine, white crystafs or as a crystalline 
powder. Tt is affected by light. The 
chemical name is 4,5(alpha)-Epoxy-3- 
methoxy- 17-methy~mo~hi~an-~-o~e 
tartrate (I : 1) hydrate (2;5). It has the 
fotlowing structural forrnuia. 

Acetaminophen, 4-hydroxya&e~nil~de, a 
slightly bitter, white, odorless, crystalline 
powder, is a non-opiate, non-salicylate 
analgesic and antipyretic. Xt has the 
following structural formula: 

Each Profor tablet contains: 

Hydrocodone Bitartrate 10 mg (or 7.5 
w> 
(WARNING: May be habit forming) 

kcetaminophen 250 mg 

In addition, each tablet contains the 
Following inactive ingredients: colloidaI 
silicon dioxide, eroscarmelfose sodium, 
microcrystalline cellulose, and stearic 
acid. 



0 Indications and Usage 

A. Changed “NURCCY’ to “Prulor” 

a Contraindicatims 

A. Changed ‘“NORCO”’ to ‘“Profor” 

l Precautions 

A. Changed “‘NORCO” to “Prolor” in all subsections 

I.3, Under subsection, ‘“Drug Interaction” changed first sentence to read 

“Patients receiving other narcotics.. .” 

+ Adverse Reatltions 

A. Changed “NORCO” to “Prolor” 

* Drug Abwe and Dependence 

A. Changed “NURCO” to “Prolor” 



l How Supplied 

A. Changed statement from: 

TO READ A§ FOLLOWS: 

HOW SUPPI.JED 

N~R~~~ is supplied as a  yellow, capsule- 
shaped tablet Gontaini~g 10 mg  
hydrocodone bitartrate and 325 mg 
aGetam~noph~n, bisected on one side and 
debussed with “NORCO 5 39’” on the other 
side. 

Bottles of 100 NI3C 52544-539-01 

Bottles of 500 NSDC 52544-539-05 

Store at controlled room temperature, 15’ - 
30°C (59’- 86*F). Dispense in a  tight, light- 
resistant container with a  child-resistant 
closure. 

WATSON PITA 
A division of 
W a tson Laboratories, Inc. 
Corona, CA 91720 

Revised May 15,1998 

IR5501099 13095-2 

HOW SUPPSIED 

Profor 101250 (or 7.51250) Tablet is 
supplied as a  white, elongated octagonal, 
convex tablet embossed with ~embossment  
to be added later) 

Bottles of 100 

Bottles of 500 

Store at controlled roum temperature 15”” 
30°C f59”-86°F). 

Dispense in a  tight, light-resistant container 
as defined in the LISP, with a  child-resistant 
closure* 

A schedule III Opioid. Oral prescription 
where permitted by State law. 

Manufactured For: 
Atley Pharmaceuticals, Inc. 
Ashland, VA 23005 

Manufactured By: 
PharmaFab 
Grand Prairie, TX 75050 

PIN 

Made in IJSA 
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