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that 9 samples be randomly taken and identified by analysis.  Since only a small 
number of manufacturers have an in-house laboratory, this becomes expensive and 
may likely not be done.  As shown in Example 4, above, although there are many 
good “independent laboratories,” there are very unscrupulous ones as well.  Unlike 
blood analysis laboratories, there are no FDA mandated Clinical Laboratory 
Improvement Amendments (CLIA) for laboratories that analyze dietary 
supplement ingredients.  It is an open marketplace. 

Now, let’s go back to that laboratory analysis you receive with the product you 
ordered.  You know, the one that states the 40 exotic ingredients analyzed to the 
microgram.  Well, in many cases these ingredients can only be analyzed accurately 
as an individual raw material.  Even with supercritical extraction methods, no 
analytical procedure known to man can actually show results claimed by many 
laboratories when these ingredients are mixed together.  The FDA recognizes this 
when it states that there may be:

“…no scientifically valid method for testing or examining such exempted product 
specification at the finished batch stage. In such a case, you must document why, for 
example, any component and in-process testing, examination, or monitoring, and 
any other information, will ensure that such exempted product specification is met 
without verification through periodic testing of the finished batch; and (2) Your 
quality control personnel must review and approve the documentation that you 
provide under paragraph (d)(1) of this section.”

Additionally, there are so many variations of final ingredient 
combinations in the dietary supplement field that it is impossible 
to publish monographs, such as U.S.P. drug monographs, for each 
dietary supplement.  Since there are no standards, such as CLIA, one 
must question the calibration of equipment and freshness of chemical 
standards used in analysis. 

This industry needs to follow the new GMP ruling, quit complaining, 
and in fact exceed what the FDA has outlined.  The quality questions 
about dietary supplements will then shuffle away on four legs.

Al Czap,
Publisher

Tablet lodged in the orifice of the 
appendiceal remnant, in a 70 year-old 
woman who had been taking a variety of 
vitamin and mineral supplements. The 
tablet was dislodged into the cecum using 
a forceps.


