Doris Beaver’s

SEEING THE ROUND CORNERS . . . 
September 12, 2011
The U.S. Food and Drug Administration’s 
Acceptable Levels – Food   

   Why is there an “acceptable level of contamination?” There is just that on every item approved by the U.S. Food and Drug Administration (the FDA). The term “acceptable levels” when referring to levels of contamination in food or water should be disconcerting to every human being on this Earth!  

   The FDA is tasked with establishing “maximum levels of natural or unavoidable defects in foods for human use that present no health hazard,” as set forth in Title 21, Code of Federal Regulations, Part 110.  

   According to Part 110 the “Food Defect Action Levels” booklet authored by the FDA, the reason for this premise is that “it is economically impractical to grow, harvest or process raw products that are totally free of non-hazardous, naturally occurring, unavoidable defects.” The booklet goes on to clarify that statement with these points:  
· Products harmful to consumers are subject to regulatory action whether or not they exceed the action levels;

· The FDA has an established defect action level for a food commodity; 

· It is incorrect to assume that the food manufacturer need only stay just below that level;

· Defect levels do not represent an average of the defects that occur in any of the products – the averages are actually much lower; and 

· The defect levels represent limits at which the FDA will regard the food products “adulterated” and subject to enforcement action under Section 401(a)(3) of the Food, Drug and Cosmetics Act.  

   With the rapid pace of development of new products, the possibility arises of products without defect levels, or types of defects that “do not appear to fit the action level criteria.” When such levels are detected, samples are evaluated on a case-by-case basis by the FDA. 
   Here’s the gruesome but admittedly necessary part. Findings in such a case-by-case evaluation undergo a procedure whereby the FDA’s technical and regulatory experts in filth and extraneous materials “use a variety of criteria, often in combination, in determining the significance and regulatory impact of the findings.” 

What’s considered in the criteria?  “Length of hairs, sizes of insect fragments, distribution of filth in the sample and combinations of filth types found.” The ecology of animal species represented and the knowledge of how a product is grown, harvested and processed provide the basis for the FDA’s interpretation of the reported findings when there is no defect action level for a product or when findings do appear to fit the action level criteria.  

   Pesticides are also high on the list of reasons for the growing popularity of organic foods.  According to the FDA, there are only two acceptable uses for pesticides on food products:  

· To protect food plants from being ravaged by destructive plant pests (leaf feeders, stem borers, etc.); and

· For cosmetic purposes to prevent food products from becoming so severely damaged by pests that the products become unfit to eat. 

   “Pesticides are not an alternative to preventing food defects,” but the FDA takes the position that “the use of chemical substances to control insects, rodents and other natural contaminants has little, if any impact on natural and avoidable defects in foods.” 

   The FDA’s glossary of terms from the “Food Defect Action Levels,” used in its evaluation and determination of action to be taken includes 30 designations, but due to space restrictions, those generating the greatest “yuk” factor, in this writer’s opinion, are included. 

· Contamination:  Addition of foreign material (e.g., dirt, hair, excreta, non-invasive insects, machinery mold) to a product;

· Damage:  Refers to the condition of the product which shows the evidence of the pest habitation or feeding (e.g., tunneling, gnawing, egg cases, etc.); 

· Extraneous Materials:  Any foreign matter in a product associated with objectionable conditions, or practices in production, storage, or distribution. Includes objectionable matter contributed by insects, rodents, and birds; decomposed material; and miscellaneous matter such as sand, soil, glass, rust or other foreign substances; 
· Foreign Matter:  Includes objectionable matter such as sticks, stones, burlap bagging, cigarette butts, etc.  Also includes the valueless parts of the raw plant material, such as stems; 

· Infestation:  The presence of any live or dead life cycle stages of insects in a host product (e.g., weevils in pecans, fly eggs and maggots in tomato products); or evidence of their presence (i.e., excreta, cast skins, chewed product residue, urine, etc.); or the establishment of an active breeding population (e.g., rodents in grain silo); and

· Whole or Equivalent Insect:  A whole insect, separate head or body portions with head attached. 
   A list of Commodities and Defect Action Levels is available in the Food Defects Level booklet on the FDA’s website.  The list makes for some very interesting and persuasive reading, but be prepared for the “yuk” factor to elevate exponentially! As an example, the action level of contamination in wheat flour for insect filth is an average of 75 or more insect fragments per 50 grams; rodent filth is an average of 1 or more rodent hairs per 50 grams. 

The reader’s comments or questions are always welcome.  E-mail me at doris@dorisbeaver.com.
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