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To:
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Date:
June 8, 2016 
RE:
Informational Briefing on Proposed Amendments to 105 CMR 721.000 (Standards for Prescription Format and Security in Massachusetts)
__________________________________________________________________________
I.
Introduction

The purpose of this memorandum is to provide the Public Health Council (PHC) with information about proposed amendments to 105 CMR 721.000, Standards for Prescription Format and Security in Massachusetts.
The Bureau of Health Care Safety and Quality’s (BHCSQ) Drug Control Program (DCP), within DPH, drafted these amendments to its regulations to update the regulations as part of the regulatory review process, mandated by Executive Order 562, which requires the Department of Public Health (DPH), and all other state agencies, to undertake a review of each and every regulation currently published in the Code of Massachusetts Regulations under its jurisdiction.

The proposed amendments to this regulation will help reduce confusion for prescribers and dispensers of controlled substances, who are the regulated parties.  We propose adding to this regulation a subsection defining the circumstances when a Schedule II controlled substance can be dispensed pursuant to an oral prescription.  This subsection is currently located in 105 CMR 701.000, Regulations Adopted Jointly by the Department of Public Health and the Board of Registration in Pharmacy, which is a regulation we propose rescinding.  The majority of 105 CMR 701.000 is out of date and not a necessary state requirement, and this subsection would be more appropriately located in 105 CMR 721.000, which provides guidance related to prescriptions to both prescribers and dispensers.  In addition, we propose adding language to conform to chapter 52 of the acts of 2016, An Act relative to substance use, treatment, education and prevention.

II.
Proposed Regulation
We propose adding a subsection to105 CMR 721.020: Prescription Formats to comply with the provision in chapter 52 of the acts of 2016 that prescriptions for opioids in Schedule II must include a notation that patients may request that the prescription be filled for less than the full quantity prescribed.  

We also propose adding a new subsection, 105 CMR 721.060: Emergency Situations in Which Controlled Substances in Schedule II May be Dispensed upon Oral Prescription.  This subsection defines an “emergency situation” in which oral prescriptions can be issued, and describes the procedure by which a pharmacist may dispense Schedule II medications upon receiving an oral prescription.   

The proposed addition is taken from 105 CMR 701.000.  Although we recommend moving the subsection from that regulation to this, the language of the regulation itself remains the same.  
V.
Summary

Staff intends to conduct the public comment hearing, in conjunction with a hearing regarding the proposed rescission of 105 CMR 701.000, and hopes to return to the PHC to report on testimony and any recommended changes to the proposed amendments.  Following final action by the PHC, the Department will be able to file the final amendment with the Secretary of the Commonwealth.
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