
 
 
On behalf of the Medical Oncology Association of Southern California (MOASC), its constituents of more 
than 400 oncologists and thousands of their patients in California; we are deeply concerned about the 
serious threat that the USP Compounding Standards present to the practice of oncology and cancer 
patients. 
These USP standards raise significant issues that need to be addressed, and serious consideration of 
these issues must be taken:   
1) Inappropriate scope of USP jurisdiction - The standards set forth in these chapters are overly 

prescriptive and, as such, interfere with the ability of physicians to provide quality care and 
oversight to patients in their practice.  Standards are guides, not regulations. Nor should 
standards interfere with the usual and customary operation in delivering safe medical care. The 
USP should be present recommendations as standards and best practices, NOT mandates. 

2) Insufficient Evidence – There has been no sufficient proof of risk in the current practices.  Many 
of the onerous details of both <797> and <800> are merely the opinions of a very limited 
number of individuals, none of whom have operational experience in settings like medical 
oncology or physician practices.  No recommendation can be made, or suggested as a mandate, 
if there is a lack of defensible scientific, clinical, epidemiological, and/or statistical evidence to 
support it.   

3) Cherry-picking verbiage - USP exists only as a scientific organization, and it should promote the 
advancement of clinical practices that are supported by scientific evidence.  In the 2008 version 
of USP, the following statement was included:  
“…The use of technologies, techniques, materials, and procedures other than those described 
in this chapter is not prohibited so long as they have been proven to be equivalent or superior 
with statistical significance to those described herein.” 
In the current Proposed Version, this language has been left out. The Chapter now reflects the 
biased, restrictive, limited, self-serving, capricious and arbitrary views of the small number of 
Members of the Compounding Committee.  This sentence of 2008 must be put back in! 

4) Commercial Conflicts – Much of the “regulatory-like” language in these standards appears to 
suggest that compliance requires purchase and/or adoption of specific goods and services which 
some present, and former, committee members sell and provide.  This seems clearly a strong 
conflict of interest and inappropriate for the type of unfunded mandate that wholesale adoption 
of <797> or <800> would become. 

5) <800> - Despite hundreds of prior comments that point out the economic and environmental  
impact of the requirement for single pass external ventilation and air handling, of the currently 
proposed USP as the only valid solution, despite lack of compelling evidence, once again, taints 
the committee with only financial gain for themselves.  Monitoring and surveillance for unclear, 
non-specific laboratory parameters, is a crushing cost with no credible evidence for such 
surveillance as being warranted. 

  


