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R.e: AyedInc. 
1337 W, Troy Street 
Ferndale, MI 48220 

Dear Mr. Shweihat: 

. . This letter concerns Nicotine Lollipops,‘which are currently mark&d by your f&m as 
* shown on your Internet sit+, www. whitel4kpcomaoun$lrrh.cam-,This.pmduct is sold 

without a prescription. Aooordiug to tiomtion on the Internat site, the product coasimr . 
. of nicodne combined ‘with a natural sweetener and flavorings in a sugar-free base, and is 

available ip 2 mg. or 4 mg. s~engths. Your Njcotine Lollipops are inmdcd as an aid fbr 
smoking ocasation or to reduce nicotine addiction, 

Tb intruded uses aoted above ere conveyed through claims on your Internet site. ‘I&se 
claims include statemats such aa “.. .Quit Smoking Now! With Nicotirre Lollipops*** If 
your (sic) looking fix a IEW way to quit smoking, Try our Nicotine Lollipops! *I* Our 
Nicotine Lollipops coarain FPA approved Nicotine Polawilex and currently wrm iu 2 
strengths. The 2 mg strength is used fir the iwemge smker aud each 2 mg Nicotine 
lollipop is equivalem UI one-half of a pa& of cigar-s, For patints that smoke more 
than 2 packs a day, a 4 mg Nicotine Lollipop is ava&ble. *l+*Thr! patient uses the 
lollipop when a cm&g occurs, and onm the craving subsides, the patient simply placss 
rhe bllipop back into the plastic cotiaincr pmvidcd **This unique dosage form not only 
allows the patient TV get the nicotine when they wanf ir, bur ir also mimics the hand to 
mouth Idit many smokers develop, Ewh Lollipop lasta spprowim3rely 45 smoking 
sessions*** 2mg 12 pack fbr 24.95*** 2 mg 36 pack 64.99***4- 12 paoks for 
34.95*‘*4zng 36 pack 84s99+++.” 

Buscd on the titcndcd USGS catablishcd by your Intemt site, you Nicotine lollipops are! 
‘Yiru@’ as de&d by section 20 l(g) of the Fedoral Food, Drug, and Cosmetic Act (the 
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Act). Although in the FDA Modernization Act of 1997, Congress provided certGn 
condkions under which compounded drugs could be exempt &om par&u&r requirements 
of the Act, iac1udiIlg s&ions 505 atrd So2(f)( 1). aa a result of & supreme court ruling lest 
year, those cxcznptions are no longer available for compounded drugs, 

Bcaauae of the Supmmc Court deoision, FDA determined that it needed to issue guidance 
on w&at fbctors it will consider in exe&~ it.3 e&rcemont discretion regarding 
pllarmacy compounding. This.ma issued on June 7,2002 in the fom of 
Compliance Micy Guide (CPG), Section 460,200. As a result, thu agency now applies 
its longstanding poliGy to reoognizu and exercise its enfbrcement disretica fbr 
u-xbq.~oran~ow ~ompoundiug, where reasonable quantities of druggge n-mnimtcd 
upon receipt of valid prescriptions &om licensed pracMoners tir indMdually Me&f&l 
patieats. However, your Nicodne Lollipops do not qu~.I@ fk~r ez&orcement discretkm 
she you o&r to ad &e prod11133 without a prfz+ion. 

Your Nicath LoUipops are &o au+ject to Title 2 1 of the Code ofFederal Regulaticns, 
(Cl%) section 310,544. Under that reguIation, they arc a “new drug” aa dtfincd by 
section 201(p) of tbe Act. Under section SOS(a) of the Act, a “‘sew dry@ may not be 
Uroduaed ot delivered tbr intzoduction into kwatate comnwrce without an FDA- 
approved new &ug application (MA), We note that your Nicotine Lollipops are not the 
subject of an F'DA-approved NDA a therefore, my may ncn be marlozted in IIIE United 
S&tee. The continued dktributianof this product witbout BZL approved NDA violates 
3CGtioIl505 bf the AGt. 

ln additiou, your Nicotine Loll@ps are mislxanded within tk meaning of section 502(o) 
of the Act in that they arc nwu&twcd in an eatabliahuxnt ~mt duly re~istexd u&r 
section 510 of the A& and tbq have not heen listed as required by section SlO(jI of the 
Act. Section 5 10(g) fzempts fkom the registration and lWng provlsfrpns pbannacies t.lw 
dispense prescription drugs upon the pwu+tiin of a iicenacd prtitio~. Your firm, 
by conwasr, compounds and .s& Nicotine Lalripaps u&hou~ requking prescriptiw. The 
section.5 10(g) exemptiona are there&e unavailable. The lollipops may also be 
toisbranclecl under section 502(f)(l) of the Act on the grouudd tit their lab&u &ila to 
bear adequate direotiona br theuaes for which they are be@ oM They would not 
be exempt f%om this requknent under 21 Cl?R sect& 201.115 since they are 
unapproved new drugs, Those pmdutis may &a be misbrwclcd under section 502(f)(2) 
of the A,cr in rkat their labeling fa&~ to bear adequate war~@s against use by children. 

This lertcr is not innmded to be EII all-imhaaive &imr of your Internet site aud the 
products marlceed by your &IL It is your responsSlity to ensure that aU drug products 
manufactured and distributed by yaw firm comply wirh federal laws ad regh.ions. 
Federal agencies are advised of the issuance of all waning ler~s about dwgs and 
devices so that they UIEY t&e this inforuaation into account when considering the awf& 
of conrracrs. 
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You should take prompt action to correct these deviations- Failure to prouqrtly correct 
these deviaWm may reauIt in regulatory action without further notice, Possible actions 
include seiwre pad/cz j1+&0n. 

We request that you reply in writing within l%ben (15) dayi bf your receipt of this letter 
stding the action that your firm will take tc discontinue markethag these drug pmduots. 
Your response sbuld be dirccttod to Judith A, putt. Compliance 0flicer, at the Brrott 
District OfTice of the U-S. Food and Dmg ,%&&i-n, 300 River Place, Suite 5900, 
Detro~MI48207. 

. cc: 
hlelde Ekiq Director 
Michigan Board ofPhy 
6llwestona~sfEeet 
P. 0. Box 30670 
Laacliag, MI 489094 170 
(517) 373-2279 (mx) 
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