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July 22, 2016
David Sencabaugh, R.Ph.
Executive Director, Massachusetts Board of Registration in Pharmacy
239 Causeway Street, 5th Floor, Suite 500
Boston, MA 02114
Re: Testimony Regarding Draft Regulations at 247 CMR 18.00: Non-Sterile Compounding
Dear Executive Director Sencabaugh:
The Massachusetts Society of Health-System Pharmacists (MSHP) comprises more than 2,000 pharmacists and pharmacy technicians across Massachusetts.  MSHP thanks you and the Board of Pharmacy (Board) for your leadership in modernizing the Pharmacy Practice Act at 247 CMR.  MSHP recognizes the complex non-sterile compounding statutory language of Chapter 159 of Acts of 2014.  As a preliminary matter, MSHP notes that section MGL Chapter 112, Section 39H as amended by Chapter 159 of Acts of 2014 establishes a new licensure category for retail pharmacies engaged in complex non-sterile compounding and that the statute intentionally does not extend those requirements to institutional pharmacies.  Any regulation by the Board on institutional pharmacies regarding complex non-sterile compounding is contrary to the specific legislative intent of Chapter 159 of Acts of 2014 to extend those compounding regulations to institutional pharmacy practice.  
MSHP recognizes need to follow USP <795> Pharmaceutical Compounding – Non-Sterile Preparations.  USP <795> is based upon the best evidence and consensus of national thought leaders in non-sterile compounding.  Like any USP chapter, it undergoes periodic revision to reflect the most current non-sterile compounding practices.  Where the regulations at 247 CMR 18.0 are aligned with USP <795>, MSHP agrees with the draft regulations.  Where the regulations at 247 CMR 18.0 go beyond the requirements of USP <795> or other chapters of USP, MSHP strongly objects to those regulatory changes as they are not supported by the best evidence and consensus of the recognized experts in non-sterile compounding.  
18.02 (1): MSHP respectfully requests the Board to list all the applicable USP chapters a pharmacy will be in compliance with.  MSHP understands USP is constantly updated and there may be future chapters that will be applicable to non-sterile compounding.  However, in the spirit of transparency and public notice, to the extent possible, the regulations should be as specific as possible to ensure all pharmacies understand the expectations of the Board.
18:02 (2): Please note medications administered pursuant to a medication order and stocked in automated dispensing machines located on hospital patient units are not patient specific when stocked in the automated dispensing machine.
18.03 (1), (2) & (10):  MSHP notes these regulations apply only to complex non-sterile pharmacies and are not applicable to institutional pharmacies.
18.03 (4): MSHP objects to specific space requirements as they are not required by USP <795>.  Each hospital pharmacy has a space appropriate for non-sterile compounding based upon a variety of factors including size of facility, acuity of patients, and types of medical specialty services offered, amongst others.  
18.03 (7) and 18.04 (1): MSHP respectfully requests the Board clarify what is meant by “purified water”.
18.04 (2): MSHP respectfully requests the Board clarify what is meant by “commercial or pharmaceutical grade”.
18.04 (3):  MSHP objects to c-GMP requirements which are intended for manufacturing practices to be placed on pharmacy practice.  These are different physical and practice environments that have different regulatory schemes that reflect the nature of the practices.  This regulation would prohibit many commonly used non-sterile compounding tools like wooden handled spatulas, plastic counting trays and plastic spatulas.  This is a burdensome change in practice that is not supported by USP <795>.  
18.07:  MSHP respectfully requests the Board follow all BUD required under and consistent with USP <795>.
18.08 (2) (e):  MSHP respectfully requests the Board clarify what is meant by “sources”.
18.08 (2) (m): MSHP requests the prescription label requirement be stricken.  This may data may be maintained in an electronic format and a label cannot be applied in that format.  Further, printing of duplicate labels has been associated with unintentional mislabeling of other prescriptions and this is an unsafe medication practice.
18.09 (7): MSHP objects to c-GMP requirements of USP <1111> that is intended for manufacturing practices to be placed on pharmacy practice.  These are different physical and practice environments that have different regulatory schemes that reflect the nature of the practices.
18.10: MSHP respectfully requests exemption from counseling requirements consistent with current exemption found in 247 CMR 9.07 (i).  
I am available to discuss.
Sincerely,
David E. Seaver, R.Ph., J.D.
Chair, Legislative Committee
Massachusetts Society of Health-System Pharmacists
6 Boston Road, Suite 202
Chelmsford, MA 01824 
617-264-5849 (Personal Business Office)
