Comments on Draft CMR 247 Chapter 18
Bradley Sprecher, PharmD

Manager of Record, Western Mass Compounding Center

A summary of comments Mr. Sprecher presented to the Honorable Board of Pharmacy at the public hearing held in Boston, Monday, 07/18/16

Comments are listed by section of Draft CMR 247 Chapter 18:

18.03 (1) What pharmacy functions are permissible in the rooms dedicated to complex non-sterile compounding?  Is this space to be used exclusively for the direct manipulation of a final compounded preparation, or may this space be shared by personnel performing order entry, answering phone calls, printing prescription labels, or entering stock into inventory, so long as this space is at least 100 square feet? If so, may a portion of this room be sectioned off for the purposes of establishing a negative pressure environment, and the complex non-sterile space span 2 rooms?  May this space also be used for simple and moderately complex compounding, as well, or will compounding of each compounding type need to take place in segregated areas?
18.03 (4) Many ingredients in non-sterile compounding are used for either internal or external use.  How shall components/ingredients/packaging with dual usages be stored?  Must a pharmacy maintain 2 separate stocks of these items?  This may result in either a duplication of cost (and associated waste for unused stock) for the raw ingredients, packaging, and materials required to divide existing stock, and will dramatically increase shelf-space requirements which may or may not be accommodated by a pharmacy’s floorplan. 

Additionally, for the purposes of the internal vs. external classification, are otic, rectal, vaginal, nasal or preparations for local application to the oral mucosa considered internal or external?

18.05 (3) Are downloadable certificates of analysis and safety data sheets (as in 18.08(4)), maintained on ingredient supplier websites considered “readily retrievable”?    

18.09 (7) How frequently ought tests to meet acceptance criteria for microbiological quality be performed?  Once for each form annually?  Once on each batch?  Once for every preparation?  Has consideration been given to the short beyond-use-dating of compounded preparations?  The time required to perform these tests may dramatically limit the usable life of the prescription (from time of preparation, the shelf-life of aqueous compounds for oral use is 14 days, for example).
A requirement to meet acceptance criteria does not take into account a history of a pharmacy’s achieving desired therapeutic outcomes for patients who have been stabilized on set doses from the pharmacy in the absence of such testing.  Neither is the blanket testing requirement sufficiently tailored to test for microbes which present a particular risk to the safety or potency of the preparations tested, and for the dramatic increase in the cost of compounding will be of vert limited practical value.   
Microbiological testing to meet USP <1111> acceptance criteria may dramatically increase the cost of preparing non-sterile compounds, rendering them unaffordable to most patients.   
