
November 16,2001 

Dr. Marilyn A. Coleman 
President 
~vIrnrnu~~, Inc. 

75 Miller Road 
Richwood, Ohio 43344 

Dear Dr. Coleman: 

is is in response to your letters of October 19,2001 to the Food arrd Drug 
Adn~~n~strat~on (FDA) pursuant to 21 ‘USC. 343(r)(6) (section 4~3(r~(6~ of the Federal 

Drug, and Cosmetic Act (the Act)). Your submissions state that OvImmu~e~ Inc. 
s to market several products as dietary supplements that bear the statement 

“supports the immune system” in their labeling. 

As you may know, FDA is under no statuto~ or other obligation to respond to yaur 
letters of October 19,200f. Failure to respond to a noti~cation submitted pursuant to 2f 
W.S.C. 343~r~~6~ and the corresponding regulation, 2 f CFR 5 101.93, does not constitute 
approval of a product or claim, or agreement that the proposed claim is legal. Likewise, 
failure to respond does not serve as a bar to a subsequent enforcement action. This 
response is being provided solely as a courtesy to OvImmune~ Inc., to inform it of the 
agencyfs position that the products it intends to market as dietary supplements are new 
drugs that may not be marketed without premarket approval from FDA. 

Your ~otj~~atjo~ does not A with enough info~ation to determine whether 
O~/Imrn~~e~s products meet the statutory de~ni~ion of a dietary supplement. However, 
even if the products were to meet the de~nition of a dietary supplement, they are still 
sub-ject to regulation as drugs because they meet the d~~n~tio~ of a drug. See United 
Staies v. Ten Cartons . . . Ener-B Vitamin B-l 2,72 F.3d 285,287 f2d Cix. ‘1995). 21 

.S.C 321 (g)(l){ ) states that ffarticles intended for use in the diagnosis, cure, 
mjtigatio~~ treatment or prevention of disease in man or other animals’” are 
the Act, These products are drugs because they are intended for use in the 

revention, or mitigations of disease. The diseases that Ov~rnmu~e~ Inc. ~~te~~s the 
products to treat ure or prevent include candidiasis, candida vaginitis, i~~amrna~o~ 
bowel disease, c nit fatigue, ~bromya~gia, lupus and ch~amyd~a pneumonia. See 
attac ents A and B. 
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ducts are new drugs under 21 USC. 321(p) 
ized, among experts qua~i~ed by scientific trai 

evaluate the safety and effectiveness of drugs, as safe and effective for their untended 
uses. New drugs may not be legally marketed in the United States without an approved 
new drug addiction from FDA. --h-2 1 -U;~3-5-Sf~~----------- - ---- -- _- ._ -__^_--1- _-x-__ -. . 

Please contact us if we may be of further assistance. 

Sincerely, 

Director 
Division of Compliance and ~~for~ernent 
office of~ut~t~onal Products, Labefing, 

and Dietary Supplements 
Center for Food Safety 

and Applied mutation 

Enclosure 
As described above 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of C 
FDA, Office of the Associate commissioner for Regulatory 
enforcement, HFC-20 
FDA, Cj~cj~~ati istrict Office, Office of Compliance, HFR-~A44~ 
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Egg Powder with the Special immune Factor Myc 
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statement will be made in marketing the product: 

“Supparts the immune system? 

s dried egg powder with a standardized feve 

5. . * 

I, Marilyn Coleman, Ph.D., ~v~~~e, I%., do here certi@ that the ~~at~~~ 
canton in this notice is complete ;urd accurate and that atone, Inc. has ~~b§~~~iat~u~ 
that the statement to be made is trut&l ;tnd nut misieatig. 

Sincerely, 


