
DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service 

Food and Drug Administration 
Washington, DC 20204 

William W. Van Dyke 
Chairman/CEO 
Phoenix BioLogics, Inc. 
2794 Loker Avenue West 
Suite 104 
Carlsbad, California 92008 

Dear Mr. Van Dyke: 

This is in response to your letter of May 16,200l to the Food and Drag Administration 
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your submission’ states that Phoenix BioLogics, Inc.‘is making 
the following claim, among others, for the product OsteoCarteTM: 

“Effective anti-inflammatory agent.. .” 
“...encourage the regeneration of a patient’s own cartilage and relieve the pain 
associated with cartilage breakdown” 
“Clinical studies are underway...to determine the effects of HyalineTM in 
osteoarthritis patients.” 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statements that you are making for this product suggest 
that it is intended to treat, prevent, cure, or mitigate disease, namely osteoarthritis. These 
claims do not meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that 
this product is intended for use as a drug within the meaning of 21 U.S.C. 321(g)(l)(B), 
and that it is subject to regulation under the drug provisions of the Act. If you intend to 
make claims of this nature, you should contact FDA’s Center for Drug Evaluation and 
Research (CDER), Office of Compliance, HFD-3 lo,7520 Standish Place, Rockville, 
Maryland 20855. 

‘While this is not a comprehensive review of its compliance with the mandatory labeling 
requirements for dietary supplements, the label submitted as part of your notification does not 
meet the labeling requirements for dietary supplements. The statement of identity does not meet 
the requirements of 21 U.S.C. 343(i) and (s)(2)(B) and 21 CFR 101.3(g) in that it does not 
include the term “dietary supplement.” The “supplement facts” label contains dietary ingredient 
declarations that are not allowed under 2 1 CFR 101.36(b)(2) b ecause the dietary ingredients are 
present in amounts that can be declared zero (i.e., calories, fat, sodium, and carbohydrates). 
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Please contact us if we may be of further assistance. 

Sincerely, 

P 

PW 

ohn B. Foret 
Director 
Division of Compliance and Enforcement 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Los Angeles District Office, Office of Compliance, HFR-PA240 
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cc: 
HFA-224 (w/incoming) 
HFA-305 (docket 97S-0163) 
HFS-22 (CCO) 
HFS-800 (r/f, file) 
HFS-810 (Foret) 
HFS-8 11 (file) 
HFD-40 (Behrman) 
HFD-3 10 
HFD-3 14 (Aronson) 
HFS-607 (Bayne-Lisby) 
HFV-228 (Benz) 
GCF- 1 (Nickerson) 
f/t:HFS-81 l:rjm:5/29/01:docname:76046.adv:disc56 



The Original Bovine 
Tracheal Cartilage 

Liquid Bovine Tracheal Cartilage 
containing Hyaline” 

Cartilage Complex 

Revolutionary Topical Cream 

2794 Loker Avenue West 

Suite 104 

Carlsbad, CA 92008 

$300) 947-8482 

Fax: (760) 603-0543 

w.vitacarte.com 

pbi@vitacarte.com 

May16 200.1 

Elirbeth Yeffeey, Ph.D. 
0fR-e of Spewal NubXtionaals 
Center Ibr Fi& SH%y & Applied Nutrtion 
Food & Drug Adminiislrafion 
200 “C”Sree~ SW. (HFS-455) 
Washinflon, DC 20204 

Dear Dr. Yetley: 

Pursuant to Section 6 of the Dietary Supplement Heat?? & Education Act of 1994 Phoenix 
BioLogiq Inc. wishes to notiw tie Food & Drug Administration that it has, within the last 
30 days, wmmenced marketing a dietary supplement which bears a statement of 
nutntional suppo/ 

7he &@ry supplement for which #e statements am maoi? is Ost&tieY The 
s&tement of nutntionalsu~rt reads as fbl/ows= 

N A proprietary liquid cartilage blend, allowing for better absorption vs solid 
dosage forms, 

N Is a natural SOUI of cA0ndmib.n Sulfate and Gluwsamine Sulfite, an essential 
building block of wrblag & wnn&ive tissue which promotes ommal joint, 

ligament & wtilage function. 

N Effective anti-inflamma&y agent that also acts as an Immune Stimulant 

These statements are aampnied by the requirti disdaimer whkh is prominently 
displayeo’ in ho/d-f&d tvpe. These statements of nutritional support are based on a 
large b&y of data which, in our juo@menc tetiens these s&&men& substantiat& 
truthtirl and non-mislleading. 

wi/liam W. Van Dyke 
Chainnan/czFO 
Phoenix BioLogics, Inc. 
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