
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

~ Food and Drug Administration `'̂~"m ~ . 
College Park . MD 20740 C 

. . . 
. 

. . . . . . . . . . 
. . . 

~ ~ i l: St

;. . 
~,. 

, . . _ . ~._' 

. . , 

MAY 2320 
Marion A. Hauser, MS, RD 
C.E.O. 
Beulah Land Corporation 
715 Lake Street 

` Suite 706 . : 

Oak Park, Illinois 60301 

Dear Ms. Hauser: 

This is in response to your letters received by the Food and Drug Administration 
(FDA) 

on May 16, 2006 pursuant to 21 U.S.C . 343(r)(6) (section 403(r)(6) of the Federal Food, 

Drug, and Cosmetic Act (the Act)). 

In your letter, you state that the following statement will be made for the 
product Lipid 

Balance: 

"[H]elp support normal cholesterol levels" 

- In the preamble to the January 6, 2000 final rule on structure/function claims (see 65 
FR 

1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol 
levels 

did not necessarily constitute implied disease claims . We stated, however, that because 

"many people think of cholesterol solely in terms of the negative role of elevated 

cholesterol in heart disease;" in order to avoid implying that the product prevents 
or treats 

heart disease, a cholesterol maintenance claim would have to clarify that the product 
is 

only for maintenance of cholesterol levels that are already within the normal 
range. 

Because the claim you are making for this product represents that the product is 
intended 

to affect blood cholesterol but does not also include a statement about it being 
intended to 

affect blood cholesterol that is already in the normal range, it is an implied disease 
claim. 

You also state that the following claims will be made for the products identified 
below: 

De-Yeast Plus 
"[N]atural approach to fungus overgrowth ." 

Pro-Cartilage 
«[H]elp.. .after Prolotherapy ." 

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 these products 
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suggest that they are intended to treat, prevent, or mitigate 
diseases . These claims do not 

meet the requirements of 21 U.S .C . 343(r)(6) . These claims suggest that these products 

are intended for use as drugs within the meaning of 21 U.S.C. 321(g)(1)(B), and that they . 

are 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-310, Montrose 
Metro II, 11919 Rockville 

' Pike, Rockville, Maryland 20855 . 

Please contact us if we may be of further assistance . . 

Sincerely yours, 

Susan J. Walker, M.D. 
Director 
Division of Dietary Supplement Programs 
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-310 

FDA, Office of the Associate Commissioner for Regulatory 
Affairs, Office of 

, Enforcement, HFC-200 
FDA, Chicago District Office, Office of Compliance, 

HFR-CE640 



Office of Special Nutritional (HF5-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 

' S 1 00 Paint Branch Parkway 
College Park, MD 20740-3835 ; 

Dear Sir/Madam: 

' This letter will serve as notification, pursuant to 21 USC 343(rx6) (section 403(r)(6)} of the Federal, Food, 
: Drug, and Cosmetic Act and 21 CFR 101.93, that I am using the following claim on my label (see attached 
: label). ? 

Name of Distributor. 
Beulah Land Corporation 
715 Lake Street, Suite 7(}b 
Oak Park, IL 60301 

Name of Manufacturer: 
Ortho Molecular Products, inc . 
3017 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 54481 

Statement Text: Natural Medicine Use: Pro-Cartilage may help support joint health and after Prolotherapy . ; 

Dietary Ingredients : 3 Capsules Contain: Vitamin C (ascorbic acid) bOmg, Glucosamine 1500mg, Chondroitin 
Sulfate 900mg, Bromelain 45mg. 

' 
Dietary Supplement Name: 
Pro Cartilage 
As required, enclosed are two photocopies of this notification. I certify that the information presented and 
contained in this notice is complete and accurate, and that I have substantiation that the statement is truthful and 
not misleading. 

Sincerely, 

' 
Marion A. Hauser, MS. RD 
C.E.O. 
Beulah Land Corporation 
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Office of Special Nutritional (IHFS-450) ' 
Center for Food Safety and Applied Nutrition 
U.S . Food and Drug Administration 
S 100 Paint Branch Parkway W, 
College Park, MD 20740-3$35 

Dear Sir/Madam: 

This letter will serve as notification, pursuant to 21 USC 343(rx6) (section 403(r)(6)) of the Federal, Food, 
Drug, and Cosmetic Act and 21 CFR 10 1 .93, that I am using the following, claim on my label (see attached 
label) . _ 

Name of Distributor: 
Beulah Land Corporation 
715 Lake Street, Suite 706 
Oak Park. IL 60301 

[anufacturer. 

vvv " 

Ma ion A. Hauser, MS. RD 
: C.E.O: 

------_ Beulah Land Corporation 


