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Ac~~tane-acne-~r~ati~en~-~ledic~tion.co~l, 
JSO8 Van ‘Tcylingtm Dr. 
Apt. D 
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Dear hlr. Kaiser: 

The Food and Drug Administration tFDAj has learned what, through the websites 
Edru~nct.com, Accutanc-acne-Ir~tmcnts-mcciication.conl and 1 accutaixxom, you are 
selling “Accurane” to United Slates (U.S.) consumers. Accutane is the trade name for a 
prescription drug approved for marketing in the United States under an approved new 
drug application by Rochc Pharmaceuticals, NutlcyT NW jersey. Even though the 
Edrugnet.com, Accutanc-acne-trelltmtsnts-metijcatian.com and 1 acct&ane,com order 
forms state that the product ofIcrcd Car sale is “Accutanc (brand) Roaccutanc,” the label 
of the actual product shipped states that it is “Roaccutane Jsotretinoin 10 mg Capsules.” 
“Roaccutanc” does not have an approved new drug application and may not bc legally 
marketed in the United States. 

You sell “Roaceutane” Tom your website tvithout a prescription, and these orders are 
sent to the American consumers from a pharmacy in Thailand. The customer may or&r 
on-line over the Zntcmct, or print the or&x form, then fax it to (775)414-9344 (U.S.A. 
number) or 0870139-8935 (CJ.K. number). As discussed in greater detail below, these 
actions violate the Fcdcral Food, Drug and Cosmetic ,4ct (FD&C Act or Act), 21 United 
States Code (U.S.C.) 6 3i)l d s-q. 

i”hc Roaccutane product sold through your websites contains 10 trig of Isotretlnoin 
which is packaged in a box containing 3 strips of 10 individtlally wrapped capsules 
lab&d in part, “Roaccutar~e*** lsotrctinoi~~ 10 mg. ***Roche***Attcntion: Adhere 
strictly to precautions! Pregnancy forbidden! Risk of malformation!***“. The box 
containing the three strips was labeled in part. ‘*Koacaitane***Isotretinoin 10 mg 
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***Attention ***Rochc *** 30 capsulcs***inscrt **I Thai Reg. No. IC 230141 *** 
I&de under license from F. Hoffinann-La Roche ttd, Bascl, Switzerland by KY. Schctcr 
GmhN, Eberbach, Cemxmy.” 

,2ccutanc (isotretinoin) is a systemic~ally adtninistcred retiJJoicl approved in 1982 to lreat 
severe recalcitrant nodular acne. Isotretinoin carries significant potential risks, including 
that it may cwsc scwx birth dcfccts. The approved AccJJtarJc labcling slates in part, 
“Accutane must not be used by females who are prcgJxmt.. .must be prescribed urlder the 
System to Manage Accutanc Related Tcratogeuicity (S.M.A,R.T.), a yeilo~ Accutanc 
Qualification Sticker Jnust be 011 each prescription,” (Jneaning special training has been 
given to the prescribing licensed practitioner and the patient) “and no tclcphone or 
computerized prescriptions are pcmritted.“’ 

Because it has serious known risks, izxxrerinoin is available in the U.S. only under 
spccJally crcattld safety controls. Thcsc salty controls are bypassed when this drug is 
purctlased From f’oreign sawzes or over the Inkmet, pl~iny patients who use this 
imported drug at higher risk. 

The. isotrclinoin dispensed through your website is a “Jlew drug” as defined by sectioJJ 
201(p) of the Act. Under Section 505(a) of the Aci. a “IICW drug” may not be introduced 
or deliver& for introduction into interstate contJnerce uJlless an FDA-approved new dmg 
applicatiorl (IDA) is in effect for such drug. ‘ibc cantinucd distribution of this product 
inlo the U.S. witholtt an approved NDA is a prohibited act as set forth in Section 301(d) 
of &he Act. 

The isotretinoin dispensed through Bdru~qJet.com, Accutl~n@-acIle-trentments- 
:!ledication.conl aJld 1 acculanccom is also misbranded urtdcr section 502(fl( I) of the Act 
bccause its Iabcling fails to bear adequate directioJls for the uses for which it is beirlg 
offered ;Ind it is not exempt from this requirement (See 21 CFR $ 201.11.5). 

This drug is also misbranded pursuant to secrion 503(b)(l) of rhc Act bL,ause it is 
dispcnscd without a prescription. 

False statemeJlts are being made by you OJI tvww.cdrul?tlct.c<,rn that are aimed at and 
accessible to American consumers stating in part, *i***Order lc.@ty”**offering a huge 
sehxtion of medications based on brand name aild generic name which arc approved by 
FDA ***.” False statements agail, xc being made by you on \~~w.acc~Jt~ne-acne- 
Ereatmenl-medication.com and www. lac~&~ne.com that arc aitncd at and accessible to 
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American consumers staling, ‘WIA Approved Products” arc available on your wcbsitc. 
The product was then packaged and mailed in Thailand. Inside the package was a U.S. 
Customs Dec;Iaration stating in part, “***I am United States Citizen *** None of these 
M:dieation enclosed pose any risk to the Public’s Health and/or Well being***Thesc 
;&&&cations which I must lxavi: access til ;u+c for trcaling a lift threatening or ciabilitatirtg 
condition***.*’ These false and misleading statements on your internet site and 
;cacknging labeling cause the drugs you distribute to be misbranded pursuant to section 
5QZ(a} of the Act. 

This letter is not intended to identify all of the ways in which your activities might be in 
violation uf U&cd States law. For example, in addition to isotrctinoin, through rmmcrous 
different websites you offer for sale and shipment to U.S. consumers ntmlerous other 
prescription dnrgs. FDA believes that virtually all shipments of prescription drugs 
imported from non-U.S. pharmacies will violate the Act. It is your responsibility to 
ensure that all drug products dispcnscd, and Jistributd ttuou& you and your web&c (5) 
are in compliance with applicnbfe Iqal requirements. 

The agency has taken steps to warn ow- rcsidcrlts that drugs sold via the Intcmct fron: 
foreign sources may not he approved for rnarkcting in this cotmtry and may not be legally 
imported. With copies of this letter. sx are advising the regulatory ofJicials of tbc State 
of Colorado, The ‘IWed Kingdom and ‘I’hnilnnd of these potential violations. III 
addition, WC arc advising the: f3ureail of C’ilstu~ns and %x&x 7%.&xtiot-i through an 
Import Alert that all shipments offered for importation into the (J.S. as a result of your 
activities niay be detained and subject to refusal of entry. 

You 3re instructed to cease these practrces, a~xi yxx are requcstcd within fifteen (15) days 
of your receipt of this letter, to describe to FDA in writing the actions you are taking to 
assure that your operations are in full compliance with United States law. Pfeasc address 
your correspondence to Mr. Mcivin i”. Szymanskr, Compliance Officer, at the U.S. Food 
and Drug Administration, Center for Drug Evaluation and Research, Office of 
Compliance, HFD-314, 5600 Fishers Lane, Rockville, h40 20857 

You should be aware that violations of the NN&(: Act could result in seizure, injunction, 
and/or prosecution without further notice. 

Sinccrcly, 

LdJi-“+- 
David J. f3orowitz 
Director 
Officicc of Compliance 
Center for Drug Evaiuation and Kesearch 


