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Dear Mr. Vincent: 

The Food and Drug Atlilliriistratiorl (F13.A) has learned that, through the wcbsite 
ww.med,iziharma corn YOU arc selling “Acwtane” to United States (U.S.) consumers. x,,-” -. ““2 _-,,_. -3 . 
Accutane is the trade nanx for a prescription drug approved fix marketing in the Llnitcd 
States under an approved new drug ap@xtion by Roche Pharmaceuticals, Nutley, New 
Jersey. ‘I’hc or+ Accutane products ttpproved for marketing in the United States are 
~apsulcs for oral ingestion. EWI though the medicapharma.com order fbrm stules the 
product far sale is “Acculane (Roacccutane~,” the label of the actual product shipped states 
that it is “Roaccutane lsotrctinoin 10 mg tablet.” “Roaccutane” does nut have an 
approved new drug application, and ma_v not be legally markctcd in the United States. 

You sell “Roaccutanc” from your w&site withoui a prescriplion, and thcsc orders arc 
sent to the American consumers from a -l‘hai pharmacy. As discussed in greater de&i1 
below, these actions violate the Fcdcral Food, Drug and Cosmdic Act (IX&C Act or 
Act), 21 Uhifed States Code (U.S,c‘.) 9 30X et seq, 

The “Roaccutanc” product sold through your web sire is labefed in part, “Roaccutane*** 
Isotretinoin 10 mg. ***Rochc***Attet?tioi~: Adhere strictly to precautions! Pregnancy 
forbidden! Risk of llla1formalion!“**‘5. The box containing the three strips was labeled in 
Part, “‘Roaccutane***Tsotr&oin IO mg ***Attention ***Roche *** 30 
capsules*w*insert *** That Kei, Yo 1 C 230541 *** Made under license from F. 
Hoffmann-La Roche Ltd, Base], Switzerland by R.P. Scherer GmbM, Eberbach, 
Germany.” The capsules are packaged in a box c‘onlaining 3 &rips of 10 individually 
Wrapped CaJXSUkS. 

Accutanc (isotrctinoin) is a systcmicall>z administered rctinoid approved in 1982 to treat 
severe recalci@nt nodular acne. Isotretinoin carries significant potential risks, including 
that it may cause severe birth defects. The approved Accutane labeling states in part, 



Page 2 - Acculan~- 

“Accutane must not be used by females ~ha arc pregnant.. must be prescribed under the 
System to Manage Accutane Related Teratogenicity (S.M.A.R.T.), a yellow Accutane 
Qualification Sticker must be on each prescription,” (meaning special training has been 
given lo the prescribin, ‘7 licensed practitioner and the patient) “and nv tclcphone or 
computcrizcd prescriptions arc permitted.” 

l-3ecausc it has serious lanowtt risks, isotretinoin is availohlc in the lJ,S. oniy under 
specially created safety controls. ‘fbcse safety controls am bypassed wheu this drug is 
purchased from foreign sources or over the Internet, placing patients who use this 
imported drug at higher risk. 

The isotrettnoin dispensed through lr~ed~~~~~ha~~a.conl is a “IIW drug” as defined by 
section 201(p) of the Act. Under Section 505(n) of the Act? a “new drug” may not be 
introduced or delivered for introduction into interstate eommcrce unless an FDA- 
approved new drug application (WA) is in effect for such drug, 7‘he continued 
distribution of this product into the U.S. without an approved h’J)A is a prohibited act as 
set forth in Section 301(d) of the Act. 

The isotretinoin dispensed through mudicapharma.cum is also misbrandtxt under section 
%!Zjf)( 1) of the Act because its labeling fails to lzar adequate directions for the uses for 
which it is being offered and it is not exempt from this requirement (See 21 CFR $ 
201.115). 

This drug is also misbranded pursuant to section 503fh)(l j of the Act hccause it is 
dispensed without a prescription. 

IfI addition, false St~kJl’lCJltS i*rc being rrtadc by _VOU LIII \~ww.nacdicaDhgrrr~a.cittn SW% US, 

‘“tmport of medicine for personal use is OK provided recipient has prescription. Copy of 
prescription should accompany shipment. Prcseriptian drugs should be no more than 3 
months’ supply or 100 count fsic].” You are giving the inconvct imprwsion that all the 
drugs sold on the web site are legal to be sold and shipped lo U.S. residents. This C&e 
and misleading statement on your Internet site causes the drugs you distribute to bc 
misbranded pursuant to se&on 51)2(a) of the Act. 

This letter is not intended to identify ali of the ways in which your activities might be in 
violation of United States law. For example, in addition 10 isotretinoin, your pharmacy 
also offers for sale and shipment to U.S. consumerS numerous other prescription drugs. 
FDA believes that virtually all shipments of prescriptian drugs imported from non4J.S. 
pharmacies will violate the Act. It is your rqxmsibility to ensure that all drug products 
dispensed, and distributed by you and your website in the United States are in compliance 
with applicable legal rcquircments. 
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For your information, Mr. Suthapintu Vut at P.0 Box 25, Klongkum, Bangkokz 10244 
Thailand was issued a Cyber Letter by FDA on March 1 f 2002 (See attachment) ~~otifying 
him and medicapharma.corn that various drums including Accutane may he illegal in this 
country. 

The agency has taken steps to \vam our residents that drugs sold via the lntemet from 
iurcign sources may 1101 bc approval for ma~ke~itlg in this country and may not hc legally 
imported. With copies of this letter, we are advising Thailand and Florida regulatory 
officials of lhcse potential violations. fn additions we are advising the Rurcau of Customs 
and Border Protection through an import Alert that al! shipments offered for importation 
into the U.S. as a result of your activities may he dctaincd alld suhjcct to refusal of entry. 

You are instructed to cease these practices. and you are requested within #teen f 15) days 
of your receipt of this letter, to describe to FDA in writing the actions you ax taking to 
assure that your operations are in full compliance with United States law. Please address 
your correspondence to Mr. Melvin I;. Szyrnanski. Compliance Officer, at the U.S. Food 
and Drug Administration, Center for I)mg Evaluation and Research, Qffice of 
Compliance, I-IFD-314, 5600 Fishers Lane, Rockvillc, MD 20857. 

You shouid bc aWare that violations of the FD&:c Act could result in selzurc, mj\itnetion, 
and/or prosecution without flirther notice. 

Ofiicc 0fCotnpliancc 
Center for Ihg Evaluation and Research 

Attachment: Cybcr Letter 311/01 


