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TESTIMONY REGARDING THE DEPARTMENT OF PUBLIC HEALTH (DPH) PROPOSED CHANGES TO 

105 CMR 173.000,

MOBILE INTEGRATED HEALTH CARE AND COMMUNITY EMS PROGRAMS.

SEPTEMBER 30, 2016

The Massachusetts College of Emergency Physicians (MACEP) appreciates the opportunity to comment on proposed regulations to implement the provisions of the new statute, M.G.L. c. 111O

governing Mobile Integrated Health Care (MIH). The proposed MIH regulation establishes the eligibility, minimum requirements, and application process for entities seeking approval to operate MIH and Community Emerency Medical System (EMS) programs as well as the minimum operating standards required once programs are approved.
MACEP, like our national association, the American College of Emergency Physicians (ACEP), supports 
Community EMS programs and MIH as a partner in the delivery of health care in the out-of-hospital environment. Like emergency medicine in general, EMS systems are a critical part of the health care safety net and have unique skills and resources to fill health care gaps in the communities they serve. The changing needs in community-based health management are creating an evolution of EMS roles that now include a variety of patient-centered, mobile resources that provide levels of community care, chronic disease management, preventative care, post-discharge follow-up care, and patient transport to appropriate destinations that best meet the patient’s health care needs.

ACEP policy adopted in 2014 supports the following as essential elements that must be included in any Community Paramedicine (CP) or MIH program:

•
Strong clinical oversight and supervision by the EMS medical director in collaboration with other physicians and practitioners. 

•
Community health care needs assessment to identify areas for program intervention.

•
Collaboration with community partners and other home health care resources to ensure the delivery of services have a patient-centered access to care focus.

•
Specialized education for the CP/MIH providers and other stakeholders to ensure the needs of the patients are addressed. 

•
Coordination of care among call centers and collaborative health care teams to ensure the most appropriate delivery and prevent redundancy of services.

•
Integration into the existing health care systems including bidirectional sharing of patient health information.

•
Systems of ongoing assessment to evaluate the effectiveness of programs in meeting the identified objectives, while ensuring patient safety.

•
Procedures must be in place to address and comply with EMTALA regulations.

•
CP/MIH programs must not distract or diminish existing EMS service delivery or necessary emergency department care for the patient.

•
A strong quality assurance/quality improvement (QA/QI) system must be in place to identify problems, ensure corrective action, and assess results.

•
Assurances that if a person calls 911 (or similar emergency number) for a patient’s apparent emergency medical condition or medical emergency and requests an ambulance, the patient has a right to a medical screening examination and stabilizing treatment by a qualified medical person in accordance with EMTALA. For the purposes of an EMTALA mandated medical screening exam, paramedics and community paramedics are not believed to be qualified medical persons. 

With respect to the proposed regulations, MACEP would like to comment on the following areas of concern: “ED Avoidance” programs, determining whether an emergency medical condition exists, required activation of 911 system, non-physician medical direction, and qualifications for medical directors.

173.050 - “ED Avoidance” programs
The ED Avoidance programs created under these regulations are not well defined. An MIH program can perform scheduled and unscheduled visits activated either by the patient or their health care provider.  Unscheduled visits are prompted by a call to their primary care provider/care coordinator who determines if utilizing the MIH program is appropriate or if 911 should be activated.  If a patient enrolled in an MIH program activates 911 it either represents a failure of the MIH program to manage the patient or a medical emergency.  In either case patient safety must be paramount and therefore the patient should be managed under the emergency ambulance regulations (105 CMR 170) and transported for further evaluation.  This fits with today’s paradigm of patient’s calling their PCP/Treating physician and then being directed to an appointment, urgent care, ED, or to activate 911.

The concept of “ED avoidance” is diametrically opposed the current 911 mission/protocols/regulations that articulate a “duty to dispatch, treat, and transport”.  Studies published in the medical literature have repeatedly demonstrated the inability of paramedics to safely identify whether or not 911 patients need transport and further evaluation.  To date, attempts to develop validated decision tools for EMS providers to determine appropriateness of transport to an urgent care have been unsuccessful.  We look forward to the day when paramedic initiated refusuals and transport to alternative care settings can be done safely, but cannot support premature implimentation of these unproven practic es given the significant potential risk to patient safety.

173.100 (A) (2) – determining whether an emergency medical condition exists
Only when methods for identifying 911 patients appropriate for paramedic initiated refusal, treat & release, or transport to alternative destinations have been properly studied and demonstrated to be safe should these practices be allowed.  This however is separate and distinct from MIH and should be addressed by changes to 105 CMR 170.

Current regulation (105 CMR 170.355) describes the “duty to dispatch, treat, and transport”.  Under current regulation and statewide treatment protocol 7.5 EMT’s are required to “make every reasonable effort to convince reluctant patients to access medical care at the emergency department via the EMS system…”  The protocol also requires that refusal of treatment or transport is “initiated solely by the patient, not suggested/prompted by the EMTs”.  
Allowing EMTs to “downgrade” a patient who activated 911 to a “non-emergent” status has a number of potential unintended consequences.  A serious flaw in this is how an “emergency” defined and who makes the determination.  While EMTALA does not apply to most EMS operations, it has attempted to define ”emergency medical condition”  as “A medical condition manifesting itself by acute symptoms of sufficient severity (including severe pain) such that the absence of immediate medical attention could reasonably be expected to result in:
1)      placing the health of the individual (or, with respect to a pregnant woman, the health of the woman or her unborn child) in serious jeopardy.

2)      Serious impairment to bodily functions
3)      Serious dysfunction of any organ or part”

 Using this definition puts a significant burden on EMS providers that exceeds their training and scope of practice.  What constitutes an emergency medical condition has been a point of debate in hospitals for many years and has also resulted in legal cases (ie Summers v. Baptist Medical Center;).

Clearly a patient who is in shock, severe respiratory distress or extremis from another cause represents a medical emergency.  The nuance is whether any condition that requires transport to an Emergency Department would constitute a medical emergency.  

An example is a patient who is failing outpatient antibiotic therapy for cellulitis and needs to be admitted to the hospital but is hemodynamically stable.  If the patient is going to be transported to the Emergency Department for an unscheduled visit for failure of antibiotic therapy this could easily be considered an emergency.  This patient could be transported without lights & sirens by a basic life support ambulance. If the patient is followed at a distant hospital, activation of the 911 system may result in the patient being transported initially to a closer facility that does not have their records, and then have to be transferred.  The best thing for the patient and the system in this example would be to have the MIH provider wait on scene with the patient for a transporting unit that is able to transport to the destination of choice.  If the patient were to decompensate the MIH provider on scene could activate 911 at anytime.

This also assumes that the MIH providers are operating non-transporting vehicles.  The regulations state “at a minimum” when describing using non-transporting vehicles.  There should be no restriction on the use of transporting vehicles by MIH providers so long as transporting units are licensed as ambulances and properly equipped and inspected.

173.100 (A) (1) and (B) (1) – required activation of 911 system

The proposed regulations require MIH and community EMS providers to activate 911 if a patient is experiencing a medical emergency, but does not define what constitutes a medical emergency.  This requirement does not allow MIH providers to determine if they have adaquate resources to appropriately treat and transport the patient, which is a fundamental skill of all EMTs & paramedics.  While there should be no restriction on the activation of the 911 system if an MIH provider feels that such a response is waranted, requiring the activation of the system is not in the best interests of the patient, providers, or the community.  Unnecessary activition of the 911 system strips already overburdened emergency resources from the community, endangers the responders and community they are responding through with lights and sirens, and creates a delay patient care without any identifiable benefit to the patient.  Furthermore, it creates an unnecessary transition of care increasing risk of error.  
173.020 – Medical control and Medical direction

The definition of medical control and medical direction in the proposed regulations allows this complex and specialized task to be performed by existing primary care providers, including nurse practitioners and physician assistants.  The out of hospital enviorment is complex and requires decision making using delgated practice concepts.  These are both areas that require specialized training.  In 2010 the American Board of Medical Specialties recognized EMS as a subspecialty of Emergency Medicine representing a unique clinical discipline and body of knowledge.  As such EMS systems should be overseen by physicians with the requisite expertise and training to provide the necessary oversight to ensure the delivery of safe and high quality care.  Physician assitants and nurse practitioners do not have the training or skill set to provide online medical control or oversight and medical direction for EMS or MIH/CP programs.    While we agree that the inclusion of providers with various backgrounds and training is integral to a high performing system, the ultimate authority must have the appropiate training and expertise.  We are fortunate that the Comonwealth of Massachusetts has a large number of highly trained physicians with expertise in this area, and therefore  recommend that the regulations utilize the same standard for medical control & direction as in 105 CMR 170 to ensure the highest quality and safety for our communities.
173.060 (D) and 173.100 (A) (9) – Community EMS Program oversight and MIH Program medical director
The proposed regulations also do not create a clear chain of command/authority and medical oversight of MIH/CP prograrms.  There is significant overlap in authority between the afiliated hospital medical director assigned in 173.060 (D) and MIH Program’s medical director defined in 173.100 (A) (9) with no reference to each other.  The lack of a clear chain of command will create conflicts and potentially untenable situations for providers and services that may jeopardize patient care and safety.  The Affiliate Hospital Medical Director is defined by 105 CMR 130 and should continue to provide oversight for EMS systems, which includes 911 operations, interfacility transport, and MIH/CP.  The Affiliate Hospital Medical Director can delegate responsbilities and program leadership, but should remain the ultimate medical oversight of all EMS systems.  

MACEP thanks the DPH for the opportunity to comment and is happy to offer our resources for further discussion on the proposed regulations.  
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