Public Comment Re: 247 CMR 18 Non-Sterile Compounding
Submitted by: Kelly Ann Barnes, JD RPh, Massachusetts License # PH 

As a Member of the public and a registered pharmacist in the Commonwealth, I respectfully submit the comments below for review by the Honorable Members of the Massachusetts Board of Registration in Pharmacy (“Board”). 
The comments below reflect technical changes to the wording of 247 CMR 18 drafted at that time. The Board should consider these changes, as the technical changes below correct and clarify the best practices standards reflected in the draft regulations. Moreover, as noted below, some of the corrections are required to properly reflect United States Pharmacopeia (USP) chapter 795.  
18.03:
Non-Sterile Compounding Facility

Current DRAFT: (5) A pharmacy shall ensure non-sterile compounding rooms and areas allow for the orderly placement of equipment and materials to prevent confusion among ingredients, containers, labels, in-process materials, and finished preparations and shall be designed, arranged, and used to prevent cross-contamination.

Recommended Change: (adding language of UPS <795>)
A pharmacy shall ensure non-sterile compounding rooms and areas are suitable for their intended purpose, allow for the orderly placement of equipment and materials to prevent confusion among ingredients, containers, labels, in-process materials, and finished preparations, and shall be designed, arranged, and used to prevent cross-contamination.
suitable for their intended purpose = smooth, seamless, cleanable surfaces for both compounding room and area. Also, dedicated compounding room- should not have carpet- should have proper ceiling tiles / proper flooring (non-shedding)

18.07: Stability and Beyond Use Dating (“BUD”)

Current DRAFT: (1) A pharmacy may not assign a BUD to a non-liquid formulation that exceeds the earliest expiration date of any ingredient or six months, whichever is earlier.


Recommended Change: (correcting the language to clarify USP <795> standard)

A pharmacy may not assign a BUD to a solid or non-aqueous (non-water containing) liquid preparation that exceeds the earliest expiration date of any ingredient or six months, whichever is earlier.  

18.03:
Non-Sterile Compounding Facility (due to the complexities and equipment required for complex non-sterile compounding, best practice dictates that complex non-sterile compounding must be performed in room dedicated to activities related only to non-sterile compounding. 

Current DRAFT: (1) A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L. c. 112, § 39H shall have a designated compounding room that is least 100 square feet.

Recommended Change: (correcting an oversight in the drafting- best practice requires the compounding room be dedicated to those activities and not used for non-compounding activities)

A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L. c. 112, § 39H shall have a dedicated compounding room that is at least 100 square feet.  
Respectfully Submitted,

Kelly Ann Barnes, JD, RPh
