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Description

In August, 2012 Governor Patrick signed into law, Chapter 244 of the Acts of 2012, An Act Relative to Prescription Drug Diversion, Abuse and Addiction (the Act).  Section 21 of the Act requires the commissioner of public health to convene a joint policy working group to investigate and study best practices for promoting safe and responsible opioid prescribing and dispensing in the treatment of acute and chronic pain.  The goal of this study is to reduce diversion, abuse and addiction while protecting access to these medications for patients suffering from acute and chronic pain.
Agenda

1. Introduction of Members

2. Overview of Chapter 244

3. Chapter 244 Regulations Timeline

4. Summary of Public Testimony regarding draft regulations
5. Discussion

6. Next Steps

Summary of Public Testimony

Background:  Section 8 of Chapter 244 specifically requires the Department of Public Health (DPH), in consultation with the relevant licensing authorities, to promulgate regulations that require:

1.  Participants to utilize the Prescription Monitoring Program (PMP) prior to seeing a  “new patient”, including circumstances where participants would not be required to     utilize the prescription monitoring program prior to seeing a new patient; and
2.  Authorize delegate users or support staff to use the PMP on behalf of a registered participant (the term delegate is used for authorized support staff).
In addition, Section 1 of the Act requires that a practitioner who prescribes controlled substances be automatically registered as a participant in the Prescription Monitoring Program.  

The following timeline provides the Department’s activities with respect to this legislative mandate:
Figure 1
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Public Comment: The Department received testimony from 125 individuals and professional organizations representing health care providers.  Certain issues were common to many of the documents.  These issues, along with the number of responses for each are summarized in the next two pages.
Figure 2.  Number of Complaints per Category
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The most common issue raised concerns the mandatory use of the PMP, where 77% of respondents indicated that this requirement would cause an undue burden on their practice.  There was a near equal split between those who favored mandatory use of the PMP based on the physician’s sound clinical judgment and prior to prescribing opioids.   

Respondents also raised concerns with the definition of new patient.  Most requested that the new patient definition be consistent with the definition provided by Medicare, which is: an individual "having not received any professional services from the physician/non-physician practitioner or another physician of the same specialty who belongs to the same group practice within the previous 3 years."
	Topic
	Sample Quote
	Issue

	Mandatory PMP lookup for new patient
	Requirement is a waste of time if not limited to checking only when prescribing an opioid.  Not taking into account physicians’ clinical judgment is offensive.
	Chapter 244 of the Acts of 2012 section 8 requirement.

	General
	Regulations are burdensome.
	

	Delegate user sub-accounts
	The number of delegates should be increased and should be based upon the practice size and setting.  Formal registration of delegates should be eliminated or minimized. Also, a physician’s state drug registration shouldn’t be at risk for delegate’s inappropriate use of the PMP.
	PMP staff to review operational implementation.

	Definition of new patient
	Change definition to be same as Medicare definition which is: "having not received any professional services from the physician/non-physician practitioner or another physician of the same specialty who belongs to the same group practice within the previous 3 years."
	Advisory Group recommended having not received any professional services from the physician/non-physician practitioner or another physician of the same specialty who belongs to the same group practice within the previous 2 years.  Also, if a patient is referred by PCP to specialist, then the PCP is responsible for the new patient PMP lookup.

	Affected parties
	Nurse practitioners and physician assistants also prescribe Schedule II through V controlled substances and should be included.
	Automatic enrollment of nurse practitioners and physicians assistants is not statutorily required under Chapter 244.  They may voluntarily enroll by utilizing the appropriate enrollment forms on the DCP website.

	Advisory Council/Medical Review Group consult
	Require DPH to consult with AC/MRG before making PMP operational decisions.



	Meeting with members of Medical Review Group and Advisory Council on 4/18/13.

	Waiver provisions
	Overly broad and could be interpreted to require filing for a written waiver every time the physician fails to use the program for a new patient.  These sections should be struck
.



	To be discussed.

	System improvements
	Should enable inter-state data sharing and increase data transmission frequency.




	In progress.

	Inpatient and attending physician reference
	The PMP does not collect hospital orders, only prescriptions filled by community pharmacies.  Furthermore, Chapter 244 does not warrant the Department’s requirement that all attending physicians are subject to the provisions of the PMP.
	To be discussed.

	Automatic enrollment
	Drug registrations should not be linked with requirements for participating in the PMP.
	Department is currently developing due process language to address this issue and anticipates indicating that a practitioner must acknowledge Terms and Conditions as opposed to Accept.

	Schedule V
	Inclusion of Schedule V substances in the Drug Control Program (DCP) adds unnecessary administrative burden because it imposes unnecessary restrictions on medications indicated for the treatment of life threatening or serious painful conditions.  Other states do not monitor schedule V.
	To be discussed.

	Exemptions
	Exempt pediatricians and radiologists.


	Section 8 of Chapter 244 does not address “carve outs” of specific medical specialties.  The Department is working towards defining the term “prior to seeing” to define specific functions that may be helpful to addressing this issue.  For example, physical exam (TBD).


PAGE  
1

