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July 25, 2016

David Sencabaugh, R.Ph., Executive Director
239 Causeway Street, 5th Floor, Suite 500
Boston, MA 02114

Dear Mr. Sencabaugh:

RE: 247 CMR 18.00 Non-Sterile Compounding

I am writing on behalf of the Massachusetts Chain Pharmacy Council to offer the following comments and suggested amendments to the proposed amendments at 247 CMR 18.00 relative to Non-Sterile Compounding.  

Section 18.03 (1) will require pharmacies engaged in complex non - sterile compounding to designate a compounding room that is at least 100 square feet. Several of the provisions of USP Chapter 800 will result in many compounding pharmacies changing their physical layouts to align with the dimensions proposed by the Board. While the USP standards described in Chapter 800 will go into effect in July of 2018, and only apply to compounding of antineoplastic and hazardous waste drugs, the Massachusetts regulations will affect all complex compounds well in advance of the USP effective date. This will require pharmacies in Massachusetts to construct the dedicated room far in advanced of the well considered timeframe provided to retail pharmacies by the USP. We therefore request that the Board of Pharmacy recognize the procedural challenges that were considered by the USP which resulted in the establishment of the July, 2018 effective date. We respectfully request the Board establish a process to allow pharmacies to request a waiver to enable them to perform complex non-sterile compounding before July of 2018 without having to meet the 100 square foot space requirement. 
Proposed Section 18.03 (4) will require pharmacies that perform simple or moderate level non-sterile compounding to have a designated compounding area that is at least 10 square feet. We believe the 10 square foot requirement for compounding simple non-sterile compounds is significantly greater than what is needed to compound a simple non-sterile compound in a safe and efficient manner. The compounding of a simple compound should not necessitate the need for a space that at a minimum is 3.5 feet by 3.5 feet. We believe that the Board should consider a minimum space requirement of 6.25 square feet which represents a minimum space area of 2.5 feet by 2.5 feet.  In the alternative, we ask the Board to establish a process to allow pharmacies to request a waiver to enable them to perform simple compounding in an area of less than 10 square feet. 

Thank you for the opportunity to provide our views on these important issues.

Sincerely,








Patrick J. Huntington
Patrick Huntington

Legislative & Regulatory Counsel

