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On or about August 30, 2007, Melanocorp received a warning letter from the FDA expressing 
concern about Melanocorp’s marketing of MII. The warning letter noted that, based on information 
and statements on the Melanocorp website, MII constituted a new drug under the FDCA that could 
not be introduced or delivered for introduction into interstate commerce without an FDA approved 
application.  The warning letter concluded that the sale of MII without an FDA approved application 
violated the FDCA and instructed your company to take prompt action to correct the violations cited 
in the warning letter.  You were aware of the warning letter and its contents. 
 
On or about September 17, 2007, after consulting with counsel, you had a letter sent to FDA stating 
that Melanocorp had stopped all promotion and sale of MII in the U.S. and had stopped taking orders 
for MII from U.S. residents. In the letter, you stated that Melanocorp would not accept orders for 
MII from any individual with a U.S. mailing address and that Melanocorp had stopped taking orders 
from U.S. residents. 
 
On or about November 29, 2007, the FDA sent a letter to an attorney representing Melanocorp, 
which reiterated that MII was considered by FDA to be an unapproved drug and warned that its 
introduction or delivery for introduction into interstate commerce would be a violation of the FDCA.  
The letter specifically stated that the sale of MII outside the U.S. violated the FDCA.  You were 
aware of this letter and its contents. 
 
On or about December 14, 2007, you had a letter sent to FDA from your attorney confirming that 
Melanocorp had stopped taking orders for MII from U.S. residents.  This letter also stated that 
Melanocorp did not disagree that FDA considered Melanotan II to be an unapproved new drug and 
that FDA had requested that Melanocorp not distribute or market the product in the U.S. Your letter 
also stated Melanocorp’s position that it could lawfully export MII, regardless of its status as an 
unapproved new drug. 
 
On or about December 28, 2007, the FDA sent a letter to your attorney which reiterated that 
unapproved new drugs do not qualify for export. You were aware of this letter and its contents.  
 
Following receipt of the 2007 correspondence from FDA, Melanocorp continued to ship MII in 
interstate commerce. Melanocorp primarily sold MII to customers located abroad, but also shipped 
MII domestically on a more limited basis. 
 
From approximately on or about September 17, 2007 and continuing through in or around April 
2009, you conspired with others to defraud the U.S. by causing Melanocorp to ship MII on a limited 
basis to customers in the U,S., despite having specifically told FDA that Melanocorp would not 
distribute or market MII in the U.S.  
 
FDA’s Finding 
 
Section 306(a)(2)(B) of the Act (21 U.S.C. § 335a(a)(2)(B)) requires debarment of an individual if 
FDA finds that the individual has been convicted of a felony under Federal law for conduct relating 
to regulation of any drug product under the Act. As described above, you admitted that Melanocorp 
sold MII, a drug that had not been approved by the FDA.  Melanocorp marketed and advertised MII 
as an injectable tanning product and its website included claims that MII could reduce skin cancer  
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rates and could cure rosacea.  Despite the FDA warning that MII could not be distributed without 
FDA approval, you continued to sell MII both domestically and abroad.  
By knowingly selling unapproved drugs you put patients at risk and undermined FDA’s regulatory 
oversight over drug products marketed in the United States.  You circumvented FDA’s regulatory 
authority and placed consumers’ health in jeopardy. FDA finds that your felony conviction under 18 
U.S.C. 371 was for conduct relating to the regulation of drug products under the Act. 
 
Section 306(c)(2)(A)(ii) of the Act (21 U.S.C. 335a(c)(2)(A)(ii)) requires that your debarment be 
permanent. 
 
Proposed Action and Notice of Opportunity for Hearing 
 
Based on the findings discussed above, FDA proposes to issue an order under section 306(a)(2)(A) 
of the Act (21 U.S.C. § 335a(a)(2)(A)) permanently debarring you from providing services in any 
capacity to a person having an approved or pending drug product application.   
 
In accordance with section 306 of the Act and 21 CFR Part 12, you are hereby given an opportunity 
to request a hearing to show why you should not be debarred as proposed in this letter. 
 
If you decide to seek a hearing, you must file the following: (1) on or before 30 days from the date of 
receipt of this letter, a written notice of appearance and request for hearing; and (2) on or before 60 
days from the date of receipt of this letter, the information on which you rely to justify a hearing.  
The procedures and requirements governing this notice of opportunity for hearing, a notice of 
appearance and request for a hearing, information and analyses to justify a hearing, and a grant or  
denial of a hearing are contained in 21 CFR part 12 and section 306(i) of the Act (21 U.S.C. § 
335a(i)).  
 
Your failure to file a timely written notice of appearance and request for hearing constitutes an 
election by you not to use the opportunity for a hearing concerning your debarment and a waiver of 
any contentions concerning this action.  If you do not request a hearing in the manner prescribed by  
the regulations, FDA will not hold a hearing and will issue a final debarment order as proposed in 
this letter.  
 
A request for a hearing may not rest upon mere allegations or denials but must present specific facts 
showing that there is a genuine and substantial issue of fact that requires a hearing.  You should 
understand that the facts underlying your conviction are not at issue in this proceeding.  A hearing 
will be denied if the data and information you submit, even if accurate, are insufficient to justify the  
factual determination urged.  If it conclusively appears from the face of the information and factual 
analyses in your request for a hearing that there is no genuine and substantial issue of fact that 
precludes the order of debarment, the Commissioner of Food and Drugs will deny your request for a 
hearing and enter a final order of debarment. 
 
Your request for a hearing, including any information or factual analyses relied on to justify a 
hearing, must be identified with Docket No. FDA-2015-N-4169, and sent to the Division of Dockets  
Management, Food and Drug Administration, 5630 Fishers Lane, Room 1061, Rockville, MD 
20852.  You must file four copies of all submissions pursuant to this notice of opportunity for 
hearing.  The public availability of information in these submissions is governed by 21 CFR               
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10.20(j).  Publicly available submissions may be seen in the Division of Dockets Management 
between 9 a.m. and 4 p.m., Monday through Friday.  
 
This notice is issued under section 306 of the Act (21 U.S.C. § 335a) and under authority delegated 
to the Director, Office of Enforcement & Import Operations within the Food and Drug 
Administration.  
 
      /s/ 

Sincerely, 
 
 
 
      Douglas Stearn 
      Director 
      Office of Enforcement & Import Operations  
       
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 




