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Dockets Management  Branch (HFA-305) 
Food  and  Drug Administration 
5630  F ishers Lane  
Room 1061  
Rockville, MD 20852  

Re: Docket No. 96N-0417 
FDA Current Good  Manufacturing Practice 
in Manufacturing, Packing, or Holding 
Dietary Ingredients & Dietary Supplements 

Dear Sirs or Madams:  

We  are very pleased that FDA has finally publ ished proposed labeling and  
manufacturing standards for dietary supplements. These regulations are long overdue, 
and  we urge you to finalize the rules as quickly as possible, and  then vigorously 
enforce them. 

As FDA knows, many dietary supplements have been  adulterated or m isbranded. 
CGMPs are needed  to prevent sub-potent and  super-potent products, and  
contaminated products that are a  danger  to public health. Every nutritional supplement 
product should be  manufactured with r igorous quality controls, as well as standardized 
packaging and  labeling. The  industry’s attempts to regulate itself have been  a  
m iserable failure. 

We  are concerned, however, that large manufacturers will have one  year to comply, 
while small manufactures will have three years to comply. When  consumers purchase 
a  nutritional supplement, they do  not have any idea if the manufacturer is small or 
large. Thus they may be  purchasing m islabeled and  adulterated products up  to three 
years from now, while m istakenly believing that FDA regulates the product. 

We  suggest that any product that does not live up  to these standards one  year after the 
regulations go  into effect should be  labeled to say, “This product may not conform with 
government standards for purity and  potency.” This will give consumers a  reasonable 
warning that the manufacturer has not met government standards. It will also prevent 
small fly-by-night manufacturers from making sham products and  then going out of 
business within a  year. Similarly it will reward small companies that comply with the 
new standards before the three-year lim it. 
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We applaud the FDA for finally moving forward to protect the public from mislabeled and 
contaminated nutritional supplements. We urge you to finalize the regulations quickly, and then 
to rigorously enforce them. 

Very truly yours, 1 

Abbey S. Meyers 
President 

ASM:aa 

cc: Diane E. Dorman, NORD Vice President for Public Policy 


