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__________________________________________________________________________
I.
Introduction

The purpose of this memorandum is to provide the Public Health Council (PHC) with information about proposed amendments to 105 CMR 700.000, Implementation of M.G.L. c. 94C. 
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The proposed amendments to this regulation will remove outdated definitions and terms and incorporate plain language principles to increase readability and understanding; create consistency with new and evolving areas of law, including mobile integrated health and immunizations; reflect appropriate professional titles for certain advanced practice nurses; remove outdated registration requirements; bolster security requirements to prevent tampering; modernize the regulation of hypodermic needles and human research subjects; and update provisions of the Prescription Monitoring, as they have been amended by Chapter 52 of the Acts of 2016, An Act relative to Substance Use, Treatment, Education and Prevention.
II.
Proposed Regulation
Updated language and references 
The proposed amendments delete definitions that are not used in the regulations and update the language throughout.  

In the definitions section we propose inserting a definition for “Prescription” which is used throughout the regulations but was not previously defined.  The proposed definition is “Prescription means an order for medication which is dispensed to or for an ultimate user.  A prescription does not mean an order for medication which is dispensed for immediate administration to the ultimate user.”  

Mobile Integrated Health Care
The proposed regulations amend definitions and amend 700.003(A) to reflect the new Mobile Integrated Health (MIH) Care statute.  These changes reflect the 2015 statutory language for MIH programs and in the future will allow paramedics and EMTs who work for Department-approved MIH and Community EMS programs to administer controlled substances in accordance with the clinical protocols of Department-approved MIH programs or community EMS programs pursuant to M.G.L. c. 111O.  The amendments also reflect that M.G.L. c. 111O permits paramedics employed by MIH or Community EMS programs to provide immunizations as authorized by clinical protocols.  
Immunizations
We have updated the section on immunizations to reflect a statutory change that pharmacist interns, as well as pharmacists, can administer the influenza vaccine and other immunizations pursuant to the order of a practitioner.  This section also changed the age so that pharmacists are permitted to administer immunizations to any person, 9 years of age or older. Adolescents tend not to access primary care providers at the same frequency as younger children and as a result may not be fully immunized according to the recommended schedule. Permitting pharmacists and pharmacist interns to provide immunization to children from ages nine to 17 will lead to increased access to immunization services and increased immunization rates. At the same time, in order to ensure that children continue to have a relationship with a primary care provider, the regulations also require pharmacists, if they provide childhood immunizations other than the influenza vaccine, to counsel families on the importance of establishing a relationship with a pediatric or family practice for ongoing medical and well-child care. Finally, this section was updated to require pharmacies that provide immunizations to disclose whether they receive vaccines free of charge through the Massachusetts Immunization Program and to notify patients that there may be a difference in cost between immunization services provided at a pharmacy and at a primary care provider’s office.  
Advance practice nurses and physician assistants
Throughout the regulation we updated the language to reflect the appropriate professional titles for certain advanced practice nurses: Certified Nurse Practitioners, Certified Registered Nurse Anesthetists, and Psychiatric Clinical Nurse Specialists.  In addition, we propose updating 700.004(H) to require advanced practice nurses and physician assistants to include a copy of the guidelines, mutually agreed upon by the advanced practice nurse or physician assistant and their supervising physician, under which they practice, and to notify the Department no later than the next business day after the termination of employment, change in address of where they practice, or change of supervising physician.  These changes will ensure that the Department has necessary information regarding their prescriptive practice.  

Delete Outdated Registration Requirements
We propose to delete 105 CMR 700.004(M), which states that a person’s DEA registration number and Massachusetts registration number shall be the same number.  This does not reflect practice: these registration numbers are different.  

Security Requirements
We propose adding the requirement that registrants report suspected tampering of controlled substances to the Department, as well as theft or loss. Tampering is a form of theft or loss of controlled substances, and this change clarifies that the Department does expect registrants to report suspected tampering as well as other forms of theft or loss.  

In addition, we propose updating the reporting requirements, which were outdated and inaccurate. These updates will clarify the Department’s reporting requirements, which will make it easier for registrants to comply.   
Requirements Regarding Hypodermic Instruments
We propose deleting 105 CMR 700.008, Requirements Regarding Hypodermic Instruments.  Hypodermic needles and syringes can be sold by pharmacists pursuant to a valid prescription. This section permitted pharmacists and prescribers to also obtain a license to sell hypodermic needles and syringes without a prescription. This regulation is outdated because in 2006, M.G.L. c. 94C, §32I was amended to decriminalize the possession of hypodermic needles and c. 94C, § 27 was amended to allow the sale of hypodermic needles and syringes to anyone 18 or older, by a pharmacist; dealer in surgical supplies; or manufacturer of or dealer in embalming supplies.  Due to those statutory changes, this regulation is outdated and unnecessary.  
Research Involving Controlled Substances
We propose amending 105 CMR 700.009 to address the need for accountability and control of controlled substances and protection of human subjects without unnecessary duplication of existing rules governing research.  Much of this section of the regulations mirrored the federal human subject protection rule and is therefore duplicative of rules already imposed on researchers. Among the proposed changes we amended 105 CMR 700.009(A) to clarify that any investigational use on human beings of any drug requires registration with the Department.  
The regulations continue to require researchers to provide evidence that they comply with applicable federal laws, that they produce a statement of informed consent for all human subjects, and that they comply with the requirements for the protection of human research subjects by an Institutional Review Committee.  We propose eliminating the following subsections: “Protection of Human Subjects,” “Assurance by Institutional Review Committee,” Institutional Review Committee,” and “Protocol” because these subsections reiterate federal obligations for the protection of human subjects and are unnecessarily duplicative.  
Prescription Drug Monitoring Program
We propose the following changes to 105 CMR 700.012, relative to the Prescription Monitoring Program: 

· Remove the specific identifiers that pharmacies are required to transmit to the Department because they are fully covered in the PMP Dispensing Guide that is issued by the Department and used by all pharmacies that dispense controlled substances in Massachusetts.  

· Insert additional language regarding the requirement that a pharmacy review a customer identifier prior to dispensing controlled substances in Schedules II through V.  This language was formerly in 105 CMR 701.000, but it belongs more appropriately in this regulation. This change will provide clarity for pharmacies and pharmacists.  
· Remove the reference to the Prescription Monitoring Program Advisory Council, formerly at 105 CMR 700.012(B).  This Council has not been established.  Its purpose was to assist the Department, at the Department’s discretion, with the development of the online Prescription Monitoring Program.  The Online PMP has been developed and operating since 2010 without the assistance of the Council.
· Add language to 105 CMR 700.012(12)(C)(7) to describe the process by which the Department determines that a controlled substance in Schedule VI is an “additional drug” that carries a bona fide potential for abuse and must be reported to the PMP.  
· Add language to 105 CMR 700.012(G)(2) to comply with Chapter 52 of the Acts of 2016, requiring that, effective October 15, 2016, a registered individual practitioner must utilize the PMP each time the practitioner prescribes a narcotic drug that is in Schedule II or III, and delete language that is no longer necessary due to this statutory amendment.  The deleted language required registered individual practitioners to utilize the PMP each time they prescribed any drug in Schedule II or III that the Department had determined needed additional safeguards.  
V.
Summary

Staff intends to conduct the public comment hearing and 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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