
DEPARTMENT OF HEALTH&. HUMAN SERVICES 

CERTIFIED RETURN RECEIPT REQUESTED 

Regulatory Letter 

November 4, 1985 

Mr. Ollie Jenkins, Chairman of the Board 
Westlake Dynamics International, Inc. 
650 Hampshire Road, 1112 
Westlake Village, CA 91361 

PRODUCT: Dyna-CHE tablets 

Dear Mr. Jenkins: 

'!!.• 

Public Health Service 
Food and Drug Administration 

Los Angeles District 
1521 West Pico Boulevard 
Los Angeles, California 90015-2.CS6 
Telephone: 213-688-3771 

LA-3-6 

Our information indicates that your firm is marketing the product Dyna-CHE 
tablets, labeled to contain vitamins, minerals, amino acids, glandular and 
herbal material. Promotional material (labeling) distributed with your 
product states or suggests that Dyna-CHE tablets is useful for preventing 
or treating occlusive vascular disease conditions (arteriosclerosis/ather
osclerosis) and related conditions including hypertension, which produce 
stroke and heart attacks through blocking free radical damage, eliminating 
and preventing plaque, fiber, calcium, and cholesterol build-up. 

Because such labeling includes statements which represent and suggest that 
this article is intended to be used in the cure, mitigation, treatment, or 
prevention of disease, or is intended to affect the structure of any 
function of the body of man, this product is a drug within the meaning of 

· section 201(g) of the Federal Food, Drug, and Cosmetic Act. Further, we 
are unaware of any substantial scientific evidence which documents that 
this drug is generally recognized as safe and effective for the above 
referenced disease conditions or any other disease conditions. 
Accordingly, continued marketing of this drug is a violation of the Federal 
Food~ Drug, and Cosmetic Act as follows: 

SECTION 

502(a) 

BRIEF DESCRIPTION 

The aforesaid article of drug is misbranded in that its 
labeling is false and misleading by representations and 
suggestions that there is substantial scientific 
evidence to establish that the article is safe and 
effective for the prevention or treatment of strokes, 
heart attacks, and occlusive vascular disease, including 
atherosclerosis, arterio-sclerosis, and hypertension. 
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bee: HFR-9200 
HFR-9250 
HFA-224 
HFR-93/C. Bigley 
E.I. File 
HFN-316 (M. Karpers) 
HFI-20 (Bruce Brown) 
GQAP 
Reg. File 
Chron/RCN 
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State Department of Public Health 
Environmental Services 
Attn: Chief, Food & Drug 
714 npn Street, Room 400 
Sacramento, CA 95814 

RCN:mlbe 
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