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July 23, 2016
Massachusetts Board of Registration in Pharmacy

Department of Public Health

Division of Health Professions Licensure

239 Causeway Street Suite 500
Boston, MA 02114

Re: Proposed Regulations 247 CMR 18.00

VIA ELECTRONIC MAIL TO Reg.Testimony@state.ma.us

Dear Board of Pharmacy,

The Massachusetts Independent Pharmacists Association represents the majority of independently owned compounding pharmacies in Massachusetts.  On behalf of our members we would like to submit this testimony regarding proposed changes in 247CMR 18.00 .  

18.02(1) It is not clear what is meant by “other applicable USP standards” Please list the standards that apply.

18.02(3) We suggest you add “deviations will be detailed in the master formulary”.

18.03(2) Please remove the last sentence as it is not need and covered elsewhere

18.03(12) Please replace “external use” “with external use only” as this should not apply to ingredients that are used for both internal and external use.

18.04(1) We do not understand why one would need to clean equipment before each use if it was recently cleaned. The cleaning before each use should be limited to equipment that has not been used recently or upon the judgement of the pharmacist.

18.04(2) Please add “or of comparable quality based upon the judgement of the pharmacist”

18.05(2) Remove the last sentence as a certificate of analysis may not be available in all cases or add to the sentence “upon the professional judgement of the pharmacist”.
18.07(5) Please add “if required based upon the chemical properties of the compound”.

18.08(1) Please change to “The master formulation record shall contain the following information unless the information is contained in the compounding formulation record and they are digitally linked.”


18.08(1)(b) Calculations are contained in the compounding formulation record and not the master formulation record. Please remove.
18.08(2) It is not clear how to comply with this regulation when a batch compound is made. Please clarify.  Also we suggest the following change “Compounding personnel shall complete a compounding record each time a non-sterile compounded medication is prepared.  The compounding record shall contain the following information or be digitally linked to the prescription.”
18.08(7) The guidelines in USP1111 are for manufacturers not compounders.  The only other reference to this chapter that would apply is in USP 1163 Quality Assurance and the reference refers to ophthalmic compounds which are sterile.  It is not feasible or necessary to test non-sterile compounds as suggested. Please remove. 
18.09(5) Please remove “test or examination” and add “quality control procedure”.
18.10(2) As written this regulation would require counseling for each compounded prescription.  M.G.L. c 94C Section 21A requires patients receive an “offer to counsel”. This regulation as written exceeds the legal authority of the Board.  If the Board intends to require counseling for each and very compounded prescription then it needs to get the law changed. If not then this regulation should be modified to require the “offer to counsel”.
18.12(2) It is not clear how one would comply with this regulation.  Please clarify

18.12 We request and addition item be added “No pharmacy shall dispense a compounded drug to a veterinary practice for the purpose of resale”.

We would like to thank you in advance for the attention we know these comments will receive.  Please feel free to contact us if you require any clarification of these statements or if we can be of assistance.
Sincerely,


Todd Brown MHP, RPh.
Executive Director
Massachusetts Independent Pharmacists Association


20 Paul David Way


Stoughton, MA 02072


Phone & Fax (781) 297-0965
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