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July 25, 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: Regulation Testimony on Proposed 247 CMR 18.00

VIA ELECTRONIC MAIL TO Reg.Testimony@state.ma.us
Dear Members and Staff of the Board of Registration Pharmacy,

Eaton Apothecary appreciates the opportunity to offer testimony in response to the proposed new section 18 of 247 CMR.  We would like to thank the Board members and staff in advance for reviewing our concerns.

Eaton Apothecary is a pharmacy services organization based in Holliston, MA.  Our organization began as a single corner drug store in Dorchester in the 1950s and has evolved with health care’s ever-changing landscape to what it is today.  We presently own or operate 18 pharmacies, exclusively in eastern Massachusetts; a mixture of retail and clinic, walk-in and delivery.  We employ nearly 400 people, the majority of whom are full-time, including 70 pharmacists.  We interact with many care settings and programs and feel that we offer a unique perspective.  

In general, we believe that many of the requirements are inappropriately applied to the low range of compounding.  The statutory authority given to the Board by MGL c.112 §39H speaks specifically to complex non-sterile compounding.  In promulgating 247 CMR 18, the Board has often homogenized all non-sterile compounding.  Our compounding services are rudimentary; we offer simple and moderate non-sterile compounds and compounding represents well below 1% of our business.  Therefore, our review of these regulations is through the lens of magic mouthwash as the most prolific compound prepared.
Please see the attached chart detailing our concerns and suggestions regarding specific sections of proposed 247 CMR 18.

Thank you in advance for your review and consideration of these comments.  Should the Board have any questions please feel free to contact me directly.

Respectfully Submitted,


-

John H. Lynch, III

Vice President Operations

lynch@eatonapothecary.com

	Section/Citation
	Existing Text
	Comment
	Proposed Change

	18.02(1)
	A pharmacy shall comply with USP <795> and other applicable USP standards except as otherwise provided herein.
	We are unclear what "other applicable standards" are.
	Please enumerate the applicable standards.

	18.02(2) 
	A pharmacy may not dispense any non-sterile compounded preparation unless it receives a patient specific prescription. 
	A "patient specific prescription" is not a defined term.  A prescription is defined at 105 CMR 700 and is for an ultimate user.  However, this definition seems to exclude the possibility of dispensing pursuant to a medication order for an institutionalized patient or within a health care facility for immediate administration.
	Revise to include "prescription" or "medication order" as defined in 105 CMR 700.

	18.02(3)
	A pharmacy shall maintain written policies and procedures specific to each level of non-sterile compounding performed.   
	A level is assumed to be Simple, Moderate and Complex but such is not defined.
	Change to "simple", "moderate" and "complex" as applicable.

	18.02(5)
	A pharmacy shall maintain a written continuity of care plan that describes how patient needs will be met in the event the pharmacy is unexpectedly unable to compound or dispense patient prescriptions.  
	This requirement is beyond the scope of 247 CMR 18.  There is similar language proposed in draft 247 CMR 9.17(15) that would be a more appropriate place for such a requirement.  It would be inappropriate to add this to 247 CMR 18.
	Remove section.

	18.02(7)
	A pharmacy shall maintain a written policy and procedure to confirm all compounding ingredients used in a formulation have the expected identity, quality, and purity.
	This requirement is overbearing.  For nearly all our simple and moderate non-sterile compounding the ingredients used are off-the -shelf commercially manufactured products from manufacturers registered with the FDA.  Pharmacies should not need to confirm that a commercially manufactured product meets these standards for compounding when it is not done when the product is dispensed pursuant to a non-compounded prescription.
	Add "This section shall not apply to items bearing a national drug code".  Alternatively, the section could be removed as 247 CMR 18.05(2) and (3) addresses this.

	18.02(11)
	A pharmacy and pharmacist that utilize pre-measured compounding kits shall adhere to all USP 795 standards and 247 CMR 18.00.  
	USP chapters <795> should always include the '<' and '>'
	Change to <795>

	18.03(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 designated compounding area is not necessarily an area designated exclusively for compounding.  This should be made clear.
	Add "The designated compounding area may be used for other purposes when not being used to compound."

	18.03(6)
	Non-sterile compounding rooms and areas shall be well lit. 
	This requirement sounds reasonable but is too subjective.  The requirement should be eliminated or made quantitative.
	Remove section.

	18.03(12)
	A pharmacy shall separate internal use compounding ingredients from external use compounding ingredients during storage.   
	1.  There are items that are both internal and external so the 'external use' should be replaced with 'external use only'.  2. This requirement is redundant as the proposed 247 CMR 9.17(4) addresses this issue universally.
	Remove section.

	18.04(1)
	Non-sterile compounding equipment, utensils, and glassware shall be clean, properly maintained, and appropriate for compounding non-sterile preparations.  Compounding personnel shall clean non-sterile compounding equipment, utensils, and glassware before and after each use and shall use purified water during a final rinse.  
	This requirement to wash items both before and after use is unnecessary.  Pharmacies should absolutely be using only clean equipment but the requirement, as written, is overly burdensome.  Additionally, rinsing equipment with purified water is not necessary for the majority of compounding equipment (i.e. ointment slab, spatula)
	Remove sentence "Compounding personnel shall clean non-sterile compounding equipment, utensils, and glassware before and after each use and shall use purified water during a final rinse." as the remainder is sufficient to require cleanliness.

	18.06(3)(B)
	storage and handling information; and
	This information should not be required to be on the container as it may be too verbose for the packaging.  A pharmacy should be able to provide this information via alternate means.
	Add "unless provided to the ultimate user in writing"

	18.07(5)
	A pharmacy shall package all non-sterile compounded preparations in tight, light-resistant containers.
	This section should be part of 18.06(1).
	Remove section.  If necessary, add the 'tight' and 'light-resistant' requirements to 18.06(1).

	18.08(1)
	A pharmacy shall follow a master formulation record each time it prepares a non-sterile compounded preparation that includes:  
	The information contemplated by 18.08(1) may be held in multiple sources (i.e. paper and computer).  This must be clear that the 'record' comprises all sources.  Keeping two sets of records may lead to errors so it is important that information is stored only in the most appropriate area.
	Add section: "The master formulation record shall contain the following information and may be maintained in multiple paper or electronic sources provided the information is clearly associated to comprise a unified master formulation record"

	18.08(1)(b)
	calculations to determine and verify quantities of compounding ingredients and doses of active pharmaceutical ingredients;
	Calculations are contained in the compounding record.
	Remove section.

	18.08(2)(m)
	duplicate patient prescription label;
	This is not necessary as it is not required of any other prescriptions filled by the pharmacy.
	Remove section.

	18.08(2)(n)
	description of final preparation;
	This is unclear as to what is required.
	Please clarify.

	18.08(2)(p)
	documentation of any quality control issues and any adverse reactions or preparation problems reported by the patient or caregiver.
	The term "caregiver" is used nowhere else in 247 CMR.  "Patient's agent" is used often.
	Change to "patient's agent"

	18.09(2)
	A pharmacist shall investigate any discrepancy and take appropriate corrective action before the prescription is dispensed to a patient.   
	A pharmacist should be able to delegate the investigation and corrective action to a technician.  If during the QC process a pharmacist identifies a discrepancy he may simply instruct the technician to fix it and bring him a new finished product upon which he may perform additional QC.
	Add "or designee" after "pharmacist"

	18.09(4)
	A pharmacist shall investigate and document any suspected or reported problem with a non-sterile compounded preparation and shall take corrective action.
	First, this should be a requirement on a pharmacy and not a pharmacist.  Second, the requirement to document and take corrective action should be when a problem is found.  If one suspects a problem and then confirms there is not a problem what documentation and corrective action could possibly result?
	Change to: "A pharmacy shall investigate any suspected or reported problem with a non-sterile compounded preparation.  If a problem occurred, the pharmacy shall take and document corrective action."

	18.09(6)
	A pharmacy shall maintain written policies and procedures for change control, including planning, implementation, and validation of new or changed facilities, equipment, or processes.
	This section is overly burdensome and overreaching.  A formal change control process that is specific to non-sterile compounding goes far beyond any current or proposed regulations on pharmacies.  For the overwhelming majority of pharmacies, compounding is a miniscule piece of the operation.  A formal change control process should be reserved for larger scale mission critical processes within an organization.
	Remove section.

	18.09(7)
	Dosage forms of non-sterile compounded preparations as defined in USP <1111> must meet acceptance criteria for microbiological quality.
	This USP chapter appears to apply to GMP and not to compounding.  We are unclear how a pharmacy that primarily compounds different forms of magic mouthwash would comply with this requirement.
	Remove section.

	18.10(1)
	A pharmacy shall maintain written policies and procedures pertaining to patient counseling on non-sterile compounded preparations.  
	The requirements are detailed in 18.10(2) and (3).  The additional requirement to create policies and procedures is overly burdensome.
	Remove section.

	18.10(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.  
	a) The statutory requirement is to offer counseling to a patient, not require a patient to be counseled.  A pharmacist has no ability to force a member of the public to be counseled.  In addition, not all care settings are conducive to receiving counseling.  b) These regulations at 247 CMR 18 apply to pharmacists so institutional pharmacies where the compound may be administered by licensed personnel would be impacted. c) There should be no restrictions placed on magic mouthwash that are not applicable to traditional prescriptions.
	Add the word "offer" after "shall" but limit the applicability to those compounded preparations dispensed in the retail setting.

	18.12(2)
	A pharmacist shall be trained and shall demonstrate competency in veterinary compounding.
	This requirement must be limited to pharmacists who engage in this practice.  If a pharmacy has no veterinary patients there should be no requirement to be trained and demonstrate competency nor should all pharmacies be expected to offer services to the veterinary community.
	Add "prior to engaging in veterinary compounding"

	18.12(3)
	A pharmacist shall be familiar with and shall comply with all state and federal laws and regulations regarding drug use in animals.  
	Same comment as (2).
	Combine with (2)
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