
NIClb WORLDWIDE, @LC 

July 2, 2004 

VIA FEDERAL EXPRESS 

Dockets Management Branch (HFA-305) 
Food and Drug Administration (Phone: 301-827-6860) 
Department of Health and Human Services 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

ANDA SUITABILITY PETITION - NICOTINE BASE ORAL SOLUTION 

Nice Worldwide, LLC hereby submits four copies of this ANDA Suitability Petition 
under the provisions of section 505 (j)(2)(C) of the Federal Food, Drug and 
Cosmetic Act, and the corresponding regulation under 21 CFR 314.93 requesting 
that the Commissioner of Food and Drugs allow the submission and filing of an 
Abbreviated New Drug Application (” ANDA “) for Nicotine Base, 2 mg base per 
240 mL oral solution and 4 mg base per 240 mL oral solution in, bottles delivered 
by drinking the solution, which is more specifically presented below, and with 
attachments to this petition. a drug that has the same strengths as a drug listed 
in FDA’s publication entitled “Approved Drug Products with Therapeutic 
Equivalence Evaluations,” but differs in dosage form. 

A. Action Requested 

The Petitioner requests that the Commissioner of Food and Drugs allow the 
submission and filing of an ANDA for Nicotine Base Solution, 2 mg base per 240 
mL oral solution and 4 mg base per 240 mL oral solution pursuant to Section 
505(j)(2)(C) of the Federal Food, Drug and Cosmetic Act. Specifically, the 
proposed product is formulated as a pre-diluted, base form version of 
GlaxoSmithKline’s product, Commit@, Nicotine Troche/Lozenge Oral, Equivalent 
to 2 mg base per lozenge and 4 mg base per lozenge, NDA No. 02-330. Draft 
labeling is enclosed with this petition. Nice Worldwide, LLC proposes to use the 
GlaxoSmithKline labeling and indications used in the Commit@ labeling, along 
with added appropriate instructions for the use of our oral solution. 

B. Statement of Grounds 

The Food, Drug, and Cosmetic Act as amended provides, in relevant part, that 
any person may file an ANDA for the approval of a new drug that is the “same” 
as a listed drug. 21 U.S.C. § 355(j)(2)(A), (j)(6); 21 C.F.R. $j 314.92(a)(l). 
Abbreviated applications also may be submitted for a new drug, which differs 
from a listed drug in one or more specified aspects, provided that FDA has 
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are as follows: 

Parameter 

Strength 

Route of Delivery 

Dosage Form 

Labeling 

Drug Form 

declared the product suitable for ANDA submission through the petition process. 
21 U.S.C. § 355(j)(2)(A), (j)(2)(C); 21 C.F.R. § 314.92(a)(3). Permitted product 
chanaes include. amona other thinas. a different route of administration, dosage 
form. or strenath from that of a listed drug. M. FDA must approve a petition 
seeking one or more of these product changes, unless the proposed product 
change(s) presents questions of safety or effectiveness. 21 U.S.C. !j 355 
(j)(2)(C)(i); 21 C.F.R. 5 314.93. 

This petition accordingly seeks FDA authorization to submit an ANDA for an 
Nicotine Base Solution, 2 mg base per 240 mL oral solution and 4 mg base per 
240 mL oral solution. The proposed ANDA will reference the listed drug, 
Commit@, which is manufactured by GlaxoSmithKline. The proposed drug 
product will not differ from the listed drug in strength (base form) or route of 
delivery; however, it will differ in dosage form, a change that is permitted by the 
Act. Specifically, the proposed product will contain the same active ingredient, in 
base form, for the same labeled use as the reference listed drug, but as a 
solution for oral ingestion and at a strength of 2 mg base per 240 mL oral solution 
and 4 mg base per 240 mL oral solution in bottles. The safety and effectiveness 
of Nicotine in adult patients has been established, so there are no questions of 
safety or effectiveness. 

The labeling of the proposed drug product will be the same as the currently 
approved labeling for the listed drug, with a few minor changes which are 
required because of differences approved under this petition; ie., dosage form 
and administration instructions. See Attachments. In light of the above, and the 
fact that Nicotine has been marketed in the U.S. as an approved drug for many 
years, there is no reason to question the safety or efficacy of the proposed 
Nicotine oral solution product for its intended uses. A summary showing the 
similarities and differences of the proposed drug and the reference listed drug 

Proposed Drug 

2 mg and 4 mg base 

Oral 

Liquid 

OTC FDA Approved 
Label with dosage form 
instruction changes only. 

Nicotine Base 

Reference Listed Drug 

2 mg and 4 mg base 

Oral 

Troche/lozenge 

OTC FDA Approved Label 

Nicotine Polacrilex Equivalent 
formulated for Nicotine Base 
Delivery 
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The petitioner is also requesting a waiver of the requirement to conduct pediatric 
studies in accordance with the Regulations Requiring Manufacturers to Assess 
the Safety and Effectiveness of New Drug and Biological Products in Pediatric 
Patients; Final Rule (Pediatric Final Rule) 63 FR 66632 published December 2, 
1998, and the waiver requirements set forth in 21 CFR § 314.55(c)(2)(i), as “the 
drug product does not represent a meaningful therapeutic benefit over existing 
treatments for pediatric patients and is not likely to be used in a substantial 
number of pediatric patients”. The petitioner notes that this product will be 
identical to the existing Nicotine OTC products wherein the labeling states to 
consult a physician prior to use if under 18 years of age. Further, Nicotine, in the 
dosage strengths of 2 mg and 4 mg that is already available, and this new 
dosage form is not expected to increase pediatric use. 

C. Environmental Impact 

The Petitioner claims a categorical exclusion under 21 CFR s25.31. 

D. Economic Impact 

It is proposed that usage of the Nice Worldwide LLC will result in greater patient 
compliance, and therefore a greater number of people will be able to stop 
smoking. Because of this, a significant corresponding economic savings to the 
patient, and society are expected. Further information under this section will be 
submitted upon request of the Commissioner. 

E. Certification 

The undersigned certifies, that, to the best knowledge and belief of the 
undersigned, this petition includes 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. Further, to the best of its 
knowledge and belief at this time, the petitioner is not aware of any information 
unfavorable to this petition. 

Thank you very much. 

Consultant 

Attachments: GlaxoSmithKline Commit@ Nicotine Polacrilex Equivalent to 2 mg 
Nicotine base and Equivalent to 4 mg Nicotine base Troche/Lozenge Oral 
Product Label, and Nice Worldwide, LLC Product Label Differences. 
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From the marketers of 

Ni6orette@ 

Commit” 
TO INCt?EAS,SE YOUR SUCCESS IN CWli’lNO: 
1, You must be molivated to qurt. 
2. Uos Enough - Use ai leas19 lozenge6 01 Commit wr day 

durmg the first 61‘ weelcr 
3. Use Long Enough - Use Commit for the full 12  weeks. 
4. Use Wllh a  Supporl  Program es directed m  the 

enclosed Us&s Guide 

Com m it ’ 
nicotine po lacrilex lozenge, 2mg 

STOP SMOKING AID 

g!!;-:’ ; 
>*,.“r .,, includes User’s Guide 

lZJ$FIRST CIGARETTE 
ti@?‘ES AFTER WAKING UP. 1 

If you smoke Your first cigarette WITHIN 30 MINUTES ofwrklng up, 
use Commit 4mg tozenge 

d2 LOZENGES, 2mg EACH 



- 

28796X8 

Bltster packaged for your protection. 
Do not use ii individual seals are open or torn. 

I: 
f C766-1500-10 p 

Drug Facts 
Activa ingrwlient 
(In each lozenge} 

Purpose 

Nralm oolacrrl8x. 2mo .Stoo smokilxr arc 

Drua Facts Icontinued) 

Directions I 
. slop smoking completely when you begin usng Ihe lonoge 
. U you unaks pur flnt rlgairttc wilhin 30 minvlu 01 waking up. use 

US8 

I 

4ng rdcallnsmengo 
. II you snmke your ilnl cigaran~ mor8 tbtn 34 mlwla alter waking 

. rtducas wthdmwal symptoms, mctudmg nlcotlne cravmg, rp, usa 2mg n,cobne lorsnge accordlnp 10 the following 12 week 
as+c&lsd with smokirm schedule. 

Warnings 
If you ata pngnaat ar bnrat-lrrdinp. anly MI thit mtdlcbu Weeks 1 to 6 We&s 7 10 9 Waehs 10 to 12 
oa Ibe ttdvlw ~~fvovrhsallh car8 wovldw. Smoklno can I I 
seriously harm ydur child Try to siop smoking wdhout using 
any mcotmt repiacemenl medicine Thii medicina B bekevsd to 
be safer than smoking. However, the risks to your child lrom th1s 
medicme are not lully known. 
00 not “ICI 
-II you continue to smoke, chsw tobacco, USI snuff. or usa a 

nrcobne patch or olhcr mcotinc containing products 
Ask a doctor before ~68 II you have 
4 heart U~easa recant t!wt attack. ox vregular heartbeat. 

Nicotinecan incraase your heart rata. 
. h!qh blood prsssurc not controlled with mcdwslon 

Nlcabna am mCi8am your blood prsssurs. 
* slomach ulcer or dlabstss 
Ask B doctor or pharmacist before use if yew we 
. uwng P non-nrcotine stop smokirt+ drug 
. taking prwxnphon msdicx@ for dcpnsrian or asthma. Your 

preacrlpbon doss may need to be adjusted. 
Stop “‘8 and ask D. doctor If 
. mouth problamsoccur 
. pawstent indigestion or were sow throat occurs 
-irreguhr haartbadt or paipdabws occur 
-you get symptoms of nlcatmc overdose such as MLILO~. 

vomiting. dtznness. diarrhea. weakness and rapid heartbeat 
Kaap out 01 math PI chtldran and pata. lrotina lozenges may 
have enough mmtina to make chUdren and pets sick II you need 
to rermw~ thr lozsnga. wrap it in paper and throw away m the 
trash In CIM ol werdosa. get me&al help or contact a Poison 
Control Center right away. 

Directions 
. II YOU are under 18 yews of age. ark a doctor brforc we 
. belorc using Ihis product. read Ihe andosed U&a Gwdlr Ior 

complets dwbons and other ~mponant rnlormatmn D 

1 lozenge every 1102enge weq 1 lolengs every 
I to 2 how 2 10 4 hours 4 t0 a hOUrS 

. nlcotma lazanpa Is a medbw and muslOe used a cartala 
VW b ucl the berl results 

. p!a&ti> lomxje In your moulh and aHow thu lorengs to 
slwrly dlswlw (about 20 - 30 minutes] Mtnmze swallowing 
DO no1 CPaw or S&+W Io2tng.S 

*you may feel a warm or tmgllng lawbor! 
. occasionally mow ths lozsoge from one side of your mouth 

to the other until complslsly d!ssolvad (about X-30 mlnulss) 
. do noteat or drmk 15 minutes before using or whde the 

lozenge If I” your mouth 
. la improve your chances of quittmg, USC al kart 9 lozengor 

psc day for tha llrst 6 woks 
. do not USC more than one lozenge al a time or conlinuourly 

us% one iozenge after another smco lhls may cause you 
hiccups, heartburn, nausea or other side effects 

. do not “II mnra than 5 lozengat In 6 hours. Do nol us. 
mm than 20 Iozenaos DB, dav. 

. atop using Iho nlco&a I;)zengdat the end of 12 weeks. II you 
still lee1 the need lo UK mcobne lozenges, talk to your doctor 

Other information 
. Phenylketonurhx Cantams Phanytalamne 3 4 mg per hx8nge 
. stora at 20.25% (68. 77% 
. protect tram light 

Inactive ingredients aspartama. eahum 
odvcarbPohll. Ilavor maonesium stearate manmtol mlimam 
b&&onaie, &urn alp&e, sodium carbonate. xaoihan gum 

Que.&ions or comments?cair wakdavc 
1.1811-668-1743 (10 OOam - 4 30pm EST) 

- _.._... -_.- _... - - ._-. _. -_...- -- 
.-- ____ _.-, .~ ̂ _. I 



From the marketers of 
From the marketers of 

Nrcorette’ r Ni’dorette’ co 

Commit” E 
See Side Pat& 

To INCRGlSE YOUR SUCCESS IN OUl-TllNG: 
1 You mud be motivatsd to qut. 
2. Use Enough. Use at leas! 9 Iazaapas al Commll per day 

during the first six week.% 
3. Use ton9 Enough - Use Commll tar the tuU 12 weeks. 
4. Usa With a Suppml Prepram as dlrected in the 

andosed User’s Guide. 

Commit” 
nicotine polacrilex lozenge, 4mg 

STOP SMOKING AD- 

i$RST CIGARETTE 
PKIW~UTES OF WAKING up. 

If you smoke ybirfirst ciga’rette MORETHAN 30 MINUTES after waking up, 
use Commit 2mg Lozenge 

22 LOZENGES, 4mg EACH 



_.- .  
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Y  
P r o m  the merkstsm of 

N iE o r e tte ' 

C o m m itY  : 
, 

j Bl is ter  p a c k a g e d  for  you r  protect ion.  
0 0  no t  u s a  if ind iv idua l  sea ls  a r e  o p e n  o r  tom. 

II 
’ 0766 -1500 -20  a  

Drua  Facts 

-  wdwds  wdhdrswa l  symptoms.  lnclucf tng nfcottne craving.  
sssoofated wi th  quttt tw smoktng 

Wsfn ings  
II you  w e  pr#gnrn t  o r  bmd- Id Ine ,  anty WI  lbk nsd lc lne 
on  lhn  advfce 01  ysu hsr l fh care  Qrou ldsr .  smok ing  can 
ssnawly  h a r m  your  chi ld.  T V  IO  910  
any  n ic~t ioo rnpkcamsnt  mndklns.  

smok ing  w i l hm us ing 
P ,  ha  med lc lno  is ba twed  to 

be  safer  l han  smoking.  However .  the r!cks to your  ch i ld  f rom th 
rwd i i iw  a m  not  IuHy krawn.  
D o  not  “I. 
v i l  you  cont inua to smoke,  chew tobscco. use  snuff, M  use a  

n icot ine pa lch  o r  o ther  n lcohne conta in ing p roduc la  
Ask  a  doo lo r  ba foro  “so II you  have  
* hear t  do&ass ,  recan l  herut  attack o r  n ragutar  heanbca l  

N lco t~no  can increase your  hesr l  rste 
-h igh  b lood  Qrsssure  not  contro l fed w n h  mea tsawn  

N icn tma csn h~cresse your  b lood  Qrassurc .  
. s tomach u lcer  o r  dtsbatss 
Ask  a  doctor  o r  phommolc t  be fore  WI)  lf yew a re  
. us ing a  non-ntcot ins stop smok ing  d rug  
* takmg p rescnodon medtc lne  lordspresston o r  as tnma Y o u r  

Qrsscr lphon dose  may  naed  to bs ad justed 
S l o p  w e  and  ask a  dootor  If 
*mouth  p rob lems occur  
. perststsnt l nd lger t lon  or  severe sore  throat  occurs 
- I r regular  heaf lbeat  o r  Qa lpha t lons  occur  
.you ge l  symptoms cl nfcotms overdose such es nauses.  

vomit ing,  d inmess.  d iar rhea,  weakness  and  ra~ td  hear tbeat  
K s s Q  out  01  reach O lch l ld ran  and  Qsl r .  N~cotkx  lo rsngos may  
have  enough  n ico lms to make  chikf ran and  pets wk. If you  nes  
IO  M M I V B  the lomngs.  w rap  h in  pape r  and  th row wy  m  Ihe 
trash. In case of overdose,  get  m e d w l  he lp  o r  contscl  a  Po i son  
C o n m l  Co rde r  r ight  awsy,  

Direct ions 
~I lyou a re  under lk  year,  o lags,  a rka doctor  hafsrs uaa  
-  bs iore  us ing this w o d u n  read  rho  snctossd Use i’s Gs rde  for 

comple te  d i rect ions and  other  impor tant  m lo rmat lon  I 

O fuo  Facts fconf inuedl  

Direct ions 
. a top smddng  compWy  w h e n  you bsgm u w g  the h m n g e  
. Uyou  unoka  your l fn l  t~gsrstts m o r e  tkan 70  mln tdea  l f lar wsklo l  

Y Q ,  use  2 m g  nicot lns lozsnge 

1  hxenge  ewy  1  lozenge every 
1  to 2  hours  2  to 4  hours  

1  lozenge we ly  
4  IO  8  hours  

~a l ro l lne  lmenpe  Is a  msdlc lns and  mus i  ba  uasd  a  csMLn 
wcy lo  gst Ihs bssf resul ta 

. Q tace  the toaonga  in  your  mou th  and  a l low the lozenge to 
s lowly d issolve (about  20  -30  minutes)  Mln tmlze  swa l i owmg 
D o  not  chew or  twa l low ioaenga.  

. you  may  feel  a  w a r m  or  t tnol ino sensahon 

.bccasbnal ly  m c w o  ths l ozen~ae l rOm one  sv% o l  your  mou th  
to Ihe o ther  unt i l  complsts ly d lssotved (shout  20 -30  min t&. )  

. do  not  eat  o r  dr ink 15  miwtas  before  w a g  orwtx le  th8 
Io lenw k m  w r  mou th  

. to im~mvs  your  chances of qui t t ing, use  at lest 9  lozenges 
pe r  day  lor  the fur l  6  weeks  

-do  not  use  m o r e  than one  baaena t  at a  t imn or  contmuous lv  
w e  one  lazenqe d ls rano lher  w & e  ths may  csuss you . 
htccups, hswthurn.  nausea  or  O the r  srds effects 

. do  sol  use  m o m  lhan  6  lo rangsa In 6  hews  P O  so1 use 
m o r e  than 20  lozenges pa r  day.  

. s top u r m g  Us  nco lm Iozmge at Ihe end  of 12  weeks  It you  
sttll feel  the need  to use  n ico l lno lorsnpa,  la lk to your  doctor  

O ther ln formet ion 
~Phenylks tonur ics :  Contsms Phsny la lan lne  3.4 m g  per  lozenge 
. store a l  20  -  2 5 %  (68.  77-F)  
. protact  ho rn  kght 

lnact lve Ingredients aspar tsme.  cafcfum 
polycr rhophi i .  fkuor. magnes ium stsdrate, m a n n m  potass ium 
bwrbona le ,  sod rum a lpmate,  sod ium carbonate,  xanthan g u m  

Quest ions  o r  commen ts7  ~ 4  weekdays  
t&U-569 -1749  (10  O O a m  4Zom E S T 1  

- - - “ . ~  .  - -  
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Proposed Product Labeling 

Shown below are only the changes from the Co l @ mmlt Label. 
These chances cover both the 2 rnE base and 4 rnp base 
strenpths in the base, polacrilex? or bitartrate forms: 

IReader’s Notes are in brackets]. 

Front Panel 

Free Personalized Stop Smoking Plan Details Inside, Chance to Text or Different Logo 

4&m-m&@ Nice Lite . . > nicotine base [or polacrilex or bitartrate] solution, 2 mg > 
[or 4 WI 
T SOLUTION 

p Picture of bottle. 

For the 2 mg bottle: If you smoke your first cigarette WITHIN 30 MINUTES of waking 
up, w use NIC LITE 4 mg solution 

For the 4 mg bottle: If you smoke your first cigarette MORE THAN 30 MINUTES of 
waking up, w use NIC LITE 2 mg solution 

1 bottle, 8 fl. oz. (237 mL) 

Drug Facts Panel 

Active Ingredient 
e (In each bottle) 
Nicotine w Base [or polacrilex or bitartrate] 2 mg [or 4 mg] 

Warnings 
Keep out of reach of children and pets. Nicotine &+nges solution.. . 
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Directions 
l stop smoking completely when you begin using the m solution 
l if you smoke your first cigarette more than 30 minutes after waking up, use 2 mg of 
nicotine lozenge solution 
l if you smoke your first cigarette within 30 minutes of waking up, use 4 mg of nicotine 
lozenge solution according to the following 12 week schedule: 

Weeks 1 to 6 Weeks 7 to 9 Weeks 10 to 12 

1 lozenge bottle every 
1 to 2 hours 

1 lozenge bottle every 
2 to 4 hours 

1 lozenge bottle every 
4 to 8 hours 

l nicotine lozenge solution is a medicine and must be used a certain way to get the best 
results 

l you may feel a warm or tingling sensation 

l to improve your chances of quitting, use at least 9 w bottles per day for the first 6 
weeks 
l do not use more than one hxerrge bottle at a time or continuously use one m bottle 
after another since this may cause you hiccups, heartburn, nausea or other side effects. 
l do not use more than 5 m bottles in 6 hours. Do no use more than 20 m 
bottles per day 
l stop using the nicotine hxzenge solution at the end of 12 weeks. If you still feel the need 
to use nicotine w solution, talk to your doctor. 

Other Information 

Inactive ingredients 
Purified water LJSP and Potassium Benzoate [or another suitable preservative] 

Questions or comments? 
call weekdays l-805-230-2800 (10:00 AM - 4:30 PM) 

Right Side Panel: 

G&mm-it@ NICO LITE TM 
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. . . . C Do not use if tamper resistant seal is 
broken or missing at the time of purchase. 

NICO LITE UPC Code 

Left Side Panel: 

&m-n&@ NICO LJTE TM 

2. USE ENOUGH - Use at least 9 lcmqps bottles of 4Zemm-A NICO LITE per day 
during the first six weeks. 

Distributed By: 
“, -.I . NICO Worldwide, LLC 

.,I?. 100 Green Valley Parkway, # 127, 

OZQ4S 2004 r,l Nice Worldwide. LLC 
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