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July 25, 2016
David A. Sencabaugh, R.Ph.
Executive Director

Massachusetts Board of Registration in Pharmacy

239 Causeway Street

Boston, MA 02114
RE:  Public Comment for Proposed New Regulation at 247 CMR 18.00, Non-Sterile Compounding.
Dear Executive Director Sencabaugh:

CVS Health appreciates the opportunity to submit comments regarding the new proposed regulation at 247 CMR 18.00, Non-Sterile Compounding. The goal of this communication is to provide the Board of Registration in Pharmacy (Board) with additional information regarding this proposal as well as obtain further clarification for our pharmacies, practicing pharmacists, and other pharmacy personnel specific to Non-Sterile Compounding.
Comments:
18.03: Non-Sterile Compounding Facility 
(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 at least 100 square feet.
· CVS Health respectfully requests the Board provide further clarification and detail regarding the 100 square feet requirement of the compounding room. Specifically, does the minimum 100 square feet requirement include an ante-room or is it exclusive to the production area where non-sterile compounds are prepared?
(2) A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L. c. 112, § 39H shall have a containment hood.  
· CVS Health recommends the Board consider striking this requirement from the proposed language as more detailed language is noted in <USP 800> specific to the compounding of non-sterile hazardous drugs.
(4) A pharmacy that performs simple or moderate level non-sterile compounding shall have a designated compounding area that is at least 10 square feet and suitable for its intended purpose.  A pharmacy shall locate the designated compounding area in an area that minimizes contact with water from a sink.  

· CVS Health respectfully requests the Board provide further clarification and detail regarding the 10 square feet requirement of the compounding area. Specifically, is the designated space limited to the workstation area on which the compound will be performed or does it include the floor space where the compounder will occupy, including any storage cabinets?
(12) A pharmacy shall separate internal use compounding ingredients from external use compounding ingredients during storage.   Storage areas shall be clearly labeled for internal use or external use ingredients.  
· CVS Health respectfully requests the Board consider providing additional detail regarding the storage of internal and external use compound ingredients. There are medications that can be utilized for both internal and external preparations which include, but are not limited to, nystatin, hydrocortisone, lidocaine, and minoxidil. Pharmacies that prepare non-sterile compounds that incorporate these types of ingredients should have the flexibility to store them in proximity based on operational need. 
18.09: Quality Control
(7) Dosage forms of non-sterile compounded preparations as defined in USP <1111> must meet acceptance criteria for microbiological quality.
· CVS Health respectfully requests the Board provide further clarification and detail regarding how pharmacy permit holders would comply with ensuring non-sterile compounded preparations meet acceptance criteria for microbiology quality. 
· CVS Health believes that patient specific, non-sterile compounds that are dispensed pursuant to a valid prescription order, and incorporate ingredients with a valid certificate of authenticity should be exempt from this requirement.
18.10: Patient Counseling

(2) A pharmacist or pharmacy intern shall counsel each patient or patient’s agent that receives a non-sterile compounded preparation.  In addition to the counseling described in M.G.L. c. 94C, § 21A, counseling on a non-sterile compounded preparation may include the use, storage, handling, and disposal of the medication. 
· CVS health recommends the Board consider adding the following language to the proposed requirement: “patient counseling as described in 18.10 (2) shall not be required for patients that are considered inpatients of a hospital, institution, or any other licensed health care facility to include, but not limited to, skilled nursing homes, rest homes, and assisted living facilities where health care professionals are authorized to administer medications.
In closing, CVS Health appreciates the opportunity to provide these comments to the Board of Registration in Pharmacy for their review and consideration and is available to partner with the Board on a path to better health. We strongly recommend the Board establish an appropriate timeline for registrants to comply with the proposed requirements should they pass as written. Most notably, the Non-Sterile Compound Facility space and equipment requirements noted in section 18.03 will require significant capital investment and construction which, in some cases, may take up to 18 to 24 months to complete. Should you or the Board have any questions or require additional information, I can be reached directly at (603) 339-7846.
Sincerely,
Bill Irvin, R.Ph.

Director, Pharmacy Regulatory Affairs

CVS Health

13 Commerce Avenue

Londonderry, NH 03053

(603) 339-7846

William.irvin@omnicare.com
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