
DEPARTMENT OF HEALm & HUMAN SERVICES 

Food and Orug Administration 
Roc&viJle MO 20857 

W’AI‘UYING LETTEXI. 

Dear Mr. Anderson: 

The Food and Drug Administnrtion (FDA> has fcarncd that, through the websites 
~~\v.?,bbrattds.co~ and u~~~v.ttte>;icun-drunstore.com, you are selling “Accutanc topical _--~ --____ 
gel” to United States KJ.S.j cortsumcrs. Accutanc is the trade name fix a prescription 
drug approved for marketing in the I!nited States under an approved new drug 
application submitted by Roctrc Pi~nl-~llaccuticals, Nutley, New .lcrscy. I’he only approved 
Accutane products appro\Jed for marketing in the trnited States are capsules for oral 
itxgcstion. Even though the mcxic~ua-cinlgstore.com order form states that the product 
offered for sale is “Accutane topical gel,” the label of the actual product shipped states 
that it is “ISOTREX ISQTRW4INC)INA GEL 0.05%” l’hc labeling for this product is in 
Spanish. Neither “Accutane topical gel” nor “Isotrcx” has an approycd new drug 
nppfication, and they may not bc lcg~lty mark&d in the United States. 

You sell “Accutane top&l gel‘” from your w&site wirhout a prescription 1’3 American 
CO~SU~C~~ from a Mexican pharmacy. As discuss& in greater detail below, tir~se actions 
violate the Federal Food, Drug and Cosmetic Act @D&C Act or Actj, 21 United States 
r:oclc (U.S.C.) $ 301 gJ seq. 

When a 1J.S. resident logs onto the Internet site, ~\t7;VU’.2bbrands.con~dntrrstore they are 
automatically taken to ~~v\~~.lnexicnrt-~~st~re.com that states in part, “***US 
Corporation enables you to purchase me&cines from Mexico***Privately delivered to 
your address Medicines in Mexico arc made from the same quality ingredients, made by 
the same con~?anies *** in complianec with all U.S. and international laws***.” Your 
firm packages the dispensed prescription and mails it directly to the resident in the United 
States. 

The “Accutane” product sold through your tvcb site is labeled in part, ‘YSGTREX 
*‘*lSGTRETI.l?UINA GEL 0.05 J o~***Tubo con 30 g.I%rmila: Cada I00 g conliene: 
Isotretinoina 0.05g Excipiente c.h.p. 100 g. *‘“*He&o en Mexico por STIBI%L 
MEXICANA, S.A. DE C.V., Ejc Nortc SW No. 11, Nuevo Parques Industrial, San Juan 
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del Rio Qro., C.P. 76809. Segur1 FwIIlula y bajo licensia de: STIEFEL 
LABQRATORIES, INC.,. Coral Gables, FL. 33 I24 ***Late. 130002F428 CAD. 
1 YIJuNI20~4***.” 

Accutane (isotretinoin) is a syslernically adnlinistered retiaoid approved in 1982 to treat 
~evcrc recalcitrant nodular acne. Isotretinoin carries significant potentirtl risks, including 
that it may cause severe birth dcfccts. The apprwcd Accutane labeling states in part, 
“Acct&w must not hc ustri by fetnnles who are pregnant.. .must be prescribed under the 
System to manage Accu~ane Related Tcratogcnicity (S.M.A.R.T.), a yellow Aecutanc 
Qualification Sticker must he on each prescription,” (meaning special training has been 
given 10 the prescribing licenscrl practitioner and the patient) “and no telephone or 
computerized prescriptions are permitted.” The approved Accutatic is for oral ingestion. 
FDA has not approved a topical gel wrsion of Accutanc or any other isotrctinoin drug. 

Because it has serious risks, isotrctinoin is availahlc in the US. only under spccialfy 
created safety controls. These safety conrrols are bypassed when this drug is purchased 
tiom foreign sclurccs or over the Intcmct. placing patients who use this imported drug at 
higher risk. 

The isotretinoin disyenscd 1hroug11 nlcxican-drugstorc.com is a %G.E\: drug” as defined by 
section 20 1 {p) of the Act. IJnder Section 595(a) of the Acl, a ‘hew drug” may not be 
introduced or dclivcrcd for introduction into interstate c*mmerce unless an FDA- 
approved nev: drug application (NDA) is in eff&t for such drug. The continued 
di&ihution of this product into the 1j.S. H?thout an approved X’DA is a prohibited act as 
set forth in Section 301 {d) of&e Act. 

The isotretinoin dispensed through mcxican-drugstore.com is also misbranded under 
section 502(x)( I) of the Act becattse its labeling fails to beat i&yuate directions for the 
uses for which it is b&g offered and it is not exempt from &is requirement (SW 2 1 CFR 
4 201.115). The drug is also not allo\ved to bear the required information solely in 
Spmish because it is JIO~ distributed solely in the Commonwealth of Puerto Rico or in a 
U.S. Tctitory whcrc; the predominant language is Spanish (Set 2 1 CFR 4 201.15(cj). 

This drug is also misbranded purstwlt to section 503(b)(l) of the Act because it is 
dispensed without a prescription. 

ln addition, false statements are being made by you on %%w.2bhrands.cum and 
~~~w.n?exisal~-ri~~gstore.corn, such as “rI11 items are shipped *** in compliance with all 
U.S. and illternationaf Iawl;.” You arc giving the incorrect impression that all the drugs 
sold on your website are FDA approved and/or legal to be sold and shipped to U.S. 
residents. This is a false and misleading statement on your Internet site causing the drugs 
you distribute to be misbranded pursuant to se&on 502(a) of the Ast. 

This letter is not intended to identify all of the ways in which your activities might be in 
vic>lation of United States law. For example, in addition to isotretinoin, your pharmacy 
also offers for sale and shipment to U.S. consumers numerous other pr~tiption drugs, 
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FDA bclicves that virtually all shipments ol‘ prcscripliun drugs imported IYom non4J.S. 
pharmncics will violate the -Act. It is \ix~r responsibility to ensure that all drug products .’ 
dispcnscd and distributccl by )rou and your n cbsirc mto the United States: WC in 
compliance with applicable legal requircmcnts. 

‘be agency has taken steps to wxn our residents that drugs sold via the Internet, from 
foreign sources, may not he OpprO’\?.XI fi?r marketing in thts country. 3ld IIIEiy flol hc 

legally imported. With topics of this Icttcr, wr: arc advising Mexican. New York, and 
California drug regulatory officials ot’ thcsz potential violntions. In adthtion. \E’c arc 
advising the U.S. Custom’s Burc’au, ~hrouph an Impon ;1lert, that shipments offered for 
importation into the IJ.S. as a result of your nctivltics may hc tlctained and wbjcct to 
refusal of entry. 

Yuu arc instructed to cease: tbcsc pract~us, XXI Lou arc rrqucstcd ivithin iiI1een ( 15) days 
of your receipt of this letter, to describe the actions you are takrng to aware that yc~trr 
operations ax in full compliance with l!nitecl States law. Please atldrcss hour 
::n-espondence to Mr. Melvin F. Szymanski. Compliance Officer, at the IJ.S. Food and 
Drug Mminislration. Cc&x for Dni, ‘J Evaluation ;ux.l Rwxrch. Of&x 01‘ C’ompliance. 
I IFD-3 10, 5600 Fishers Lane, Kockville. MD X3857. 

You should bc a\varc that violations of the FD&C Act could result in sciaire, injunction. 
and/or prosecution without further notice. 

Sincerely, 

ffavid .I. ilnr&vitzt Esq. 
Director 
Office of Compliance 
Center for Drug Evaluation and Research 


