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i

To the Department of Public Health:

This letter is in response to the recent draft for the proposed regulation 105 CMR 173.000:
| Mobile Integrated Health Care and Community EMS Programs. In accordance with St. 2015,
| Chapter 46, Sec. 138, this regulation implements the provisions of a new statute, M.G.L. c.
1110 governing Mobile Integrated Health Care (MIH). The proposed regulation establishes
x the eligibility and minimum requirements and the application process for health care entities
| seeking Department approval to operate MIH and Community EMS Programs. Additionally,

| the regulation establishes minimum operating standards governing Department-approved MIH
| and Community EMS programs. The Professional Firefighters of Massachusetts (PFFM)
| would like to thank the Department of Public Health in advance for allowing our comments to
l be part of the record. The Professional Firefighters of Massachusetts appreciate the

| opportunity to serve and be a part of the advisory committee that reviewed and made
recommendation for this new and exciting opportunity.

This draft regulation provides an integrated, multidisciplinary, and multi-sector approach to
1 community health that seeks to maximize patient outcomes, while fostering community health
| and wellness. Recognizing the pivotal role the fire service will play in mobile integrated
health, the PFFM has advanced a multidisciplinary strategic vision paving the way for Mobile
Integrated Health Care, the first regulation of its kind in the nation to incorporate fire-based
1 EMS in mobile community health. The passage of this regulation signifies evolutionary
progress in pre-hospital health care that will inevitably transform not only the manner in which
| care is delivered, but also, progress that will sustain healthy communities.
| The PFFM is supporting this new regulation and several points of the regulation require
clarification and recommended changes. In the attached documents we will go through each
item with a description and recommendation if appropriate.

Sincerely,
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! Thomas Henderson, EMS Director.

| EMCARB designee for Professional Firefighters of Massachusetts
Mobile Integrated Health Advisory Council Member

|
1
|
Cipn. ] CM

l y Colbert, President

l Professional Firefighters of Massachusetts
|

|

|

i

IAFF District 3 District Vice President

o CRERT




Please see each section with questions, clarification request or recommended changes.  
 173.020: DEFINITIONS
· 911 EMS Patient means an individual who has activated a ambulance response by dialing the emergency telephone access number 911, or its local equivalent.
RECOMMENDATION #1: Add the word “Primary” after “a” and before “ambulance” in the first line.
· Community Paramedic means a person who: 
(1) Is certified as a paramedic pursuant to M.G.L. c 111C and 105 CMR 170.000: Emergency Medical Services System; and,  
(2) Has successfully completed an education program developed or selected by the medical director of the MIH Program for which the community paramedic is employed, as well as any additional training required by Department guidelines; and,
(3) Is dispatched by an MIH Program to provide services or treatment to a patient within his or her scope of practice in accordance with clinical protocols of the program.
RECOMMENDATION #2: Remove the word “paramedic” and replace the “EMS provider.”  The reason for this change is that the Department shall not isolate this service to a “Paramedic” only.  Many community paramedic and or mobile integrated health services can include the role of an EMT or EMT Advanced.  In some cases a service may utilize a paramedic/basic and/or paramedic/advanced staffing as delineated in MGL 111c Section 25 “staffing of class I, II or V ambulances” Section 25. When a class I, II or V ambulance transports a patient receiving care at the paramedic level of advanced life support the ambulance shall be staffed in accordance with regulations promulgated by the department, with a minimum of 2 emergency medical technicians, only 1 of whom shall be certified at the EMT-Paramedic level; provided, however, that the service staffing a class I, II or V ambulance may staff the ambulance with more than 1 emergency medical technician certified at the EMT-Paramedic level.
· Apply this recommendation #2 to any other places in the draft regulation that refer to “paramedic.”
· Duplicative Service means a proposed service which does not address a gap in service delivery, pursuant to 105 CMR 173.040(A).
RECOMMENDATION #3:  Change term to “Duplication of Services.”
· Injury means harm that results in exacerbation, complication or other deterioration of a patient’s condition.
RECOMMENDATION #4: Remove the word “injury” and replace with “harm.”  Given the lack of definition, there is significant potential for misinterpretation of the criteria as it applies to a multiplicity of potential action oriented interventions allowable under the scope of practice of the clinician. The changes need to have a specific and clear definition in an attempt to minimize confusion and recognizing patient safety is the ultimate goal.  Use of the term injury is inappropriate as it carries a negative connotation and in the context of this document indirectly implies negligence. It is suggested that the term “harm” be used in lieu of the term injury. The incidents referred to in the proposed amendments, even if they actually occurred, can potentially not result in harm or could result in harm that does not reach the patient and/or personnel. The term injury is typically used in the legal arena and is associated with liability whereas the term harm is commonplace within medical vernacular.
· Health Care Provider means a provider of medical, behavioral or health services or any other person or organization that furnishes bills or is paid for health care services delivery in the normal course of business.
RECOMMENDATION #5: For clarification purposes, add, “does not include EMT’s” to the end of
the definition.
· Local Public Health Authority means the appropriate and legally designated health authority of the city, town, or other legally constituted governmental unit within the Commonwealth having the usual powers and duties of the board of health or health department of a city or town
RECOMMENDATION #6:  Remove this section in the entirety.  Many communities that operate an EMS service, public or private, do not require approval from a “local public health agency.” Adding this layer to the draft regulation and approval process will delay and may jeopardize a program.  Many cities and towns in the Commonwealth have little or no interaction between the local ambulance service and the local public health department. 
· Serious Incident means an incident that results in injury to a patient not ordinarily expected as a result of the patient’s condition
RECOMMENDATION #7: Remove “injury” and replace with “harm.” See Recommendation #4
173.030 APPLICATION PROCESS
RECOMMENDATION #8:
· The “fee” structure is not defined and what will the “fee(s)” be.  The fee structure must be included in the regulation prior to final approval.  Any fee that is required may have an impact on a local ambulance service, public or private, and MIH services.  
CLARIFICATION #1:
· What services will require fees?
· A MIH Service.
· A Community EMS Service.
· An ED avoidance service.
· An Individual provider certification.
· An Education institution services.
· The PFFM understand that the Department will require oversight and regulation conformance for a new service as delineated in the new proposed regulation.  We also understand that oversight and regulation conformance come with a cost.   We are in support of funding through a program and/or service fee.  We are strongly against any fees associated with individual providers.  The fees associated with obtaining and maintaining Massachusetts EMT’s certification is amongst some of the highest in the country.  The PFFM will strongly oppose any provider fees.  
RECOMMENDATION #9:
· Application approval: Add a sub section that requires a timeline of approval by the Department.  We recommend that a 60-day period is required for review and approval/disapproval once all of the documentation has been received.  A specific patient population may change very quickly due to disease process and multi-comorbidities.  An extended review and approval process may delay an innovative and patient care initiative.  
CLARIFICATION #2:
· Will the applicant be required to present an application to any advisory committees? If YES what committees? 
173.040 MINIMUM REQUIREMENTS FOR MIH PROGRAM APPROVAL:
RECOMMENDATION #10:
· A reimbursement model does not exist.
· Any MIH program will be short lived without the influence of a “fee for services” structure or “shared cost savings program.” In order to provide this service it will take a workforce, equipment, supplies, billing services, administrative services, call center operations, and a data collection platform to list a few.  The program will need carrier/payors investment for long-term sustainability. Once a program is approved with a specific care plan or direct patient care population, any negative financial impacts may unintentionally impact the delivery of service.  The core principals of a multi-disciplinary, multi-sector care delivery must include the payors and carriers.
173.050: ADDITIONAL ELIGIBILITY AND MINIMUM REQUIREMENTS FOR MIH APPLICANT WITH ED AVOIDANCE COMPONENT: 
RECOMMENDATION #11:
· Funding 
· This is a major concern. An ED avoidance program will be short lived without the influence of a “fee for service” structure or “shared cost savings program.”  In order to provide this service it will take a workforce, equipment, supplies, billing services, administrative services, call center operations, and a data collection platform to list a few.  The program will need carrier/payors investment for long-term sustainability.
QUESTION #1
· Will Medicare, Medicaid or commercial payors be required to pay for the ED avoidance service?  
QUESTION #2
· Will a non-acute or low acuity transport to a local health center qualify as an Ambulance transport?
QUESTION #3
· If yes to Question #2, what fee structure will be allowed?
RECOMMENDATION #11:
· Develop a process to avoid the possibility of shifting the ED overcrowding issue to a local health center or urgent care center.  
RECOMMENDATION #12:
· A significant impact on a healthcare system is the concern of “leakage.” The industry term that refers patients to out-of-system providers, rather than to those in their network, resulting in significant business losses.  Leakage can have significant impact to our local community hospitals and many long-term impacts on the services they provide. Community hospitals are the lifeblood of many local EMS systems and local patient care services.  ED avoidance may add or increase the chances of leakage and non-network care.  
With the ever-changing landscape of healthcare in the Commonwealth, EMS plays a significant role in patient navigation.  Many times the EMS responders are the first line of care to a patient in the out of hospital setting.  EMS providers need to be educated and informed on patient networks and the associated services in the network. In the ED avoidance model, it should require a point of entry section that requires the patient to identify the respective Primary Care Physician or Care Network.  In non-acute or low acute care, it is important that the patient receives the right care at the right place.  The right place should be defined as “In-Network.” In network care has the patient’s best interest in mind while containing cost for the overall healthcare system.  “In network” care also adds to the theory of achieving the “Triple Aim Standard.” It is recommended that a new point of entry standard be applied to allow for in network transport.  
173.060: COMMUNITY EMS PROGRAM APPROVAL
In this section, the Department refers to the program approval process. Community EMS is a great concept but will be short lived with no mandated fee structure.  Most communities in Massachusetts that operate an EMS service, public or private, rely on fees for service payments to offset workforce and equipment.  Most communities have a limited workforce and can only handle the 911 operations.  Understanding this program can have good community impact, the type of service is limited and without some investment, the program will fade over time
RECOMMENDATION #13:
· Funding 
· This is a major concern. A Community EMS program will be short lived without the influence of a fees for services structure or shared cost savings program; In order to provide this service it will take a labor/workforce, equipment and supplies; billing and administrative services, call center operations, and a data collection platform to list a few.  The program will need carrier/payors investment for long-term sustainability.
RECOMMENDATION #14:
· Duplication of services may resonate with Community EMS Services.  Many patients that may qualify for a MIH program may be in a community EMS program.  This will get confusing very fast and may send mixed messages or confuse a patient.  A recommendation is that any patients in a MIH program and/or Community EMS program, a communication between agencies must be implemented to avoid duplication of services.
173.100: MINIMUM STANDARDS OF OPERATION
CLARIFICATION #4:
· Is a MIH program required to be a licensed ambulance service? 
173.100: MINIMUM STANDARDS OF OPERATION
· (3) If an MIH Program deploys or intends to deploy a vehicle when responding to an MIH call or for a scheduled home visit, such vehicle must, at a minimum, be a non-transporting vehicle appropriate for the clinical encounter as approved by the Department.
RECOMMENDATION #15:
· The deletion of section 173.100(3) is for several reasons.  Please see below;
· Home health care and Visiting Nurses utilize personal vehicles to do in home care.  We recommend that the services do not require a certified vehicle.  It shall be the responsibility of the affiliate medical director and applicant to identify the proper equipment and response model. 
· If an inspection is required, a detailed outline of the required inspection points, equipment review and documents required at the time of inspection.  
· It is recommended that the inspection is limited to the vehicle and the equipment ONLY.  
CLARIFICATION #5:
· If vehicle inspections are required, who will perform the inspections?  
· It is important to note that if it is OEMS inspectors, they are severely understaffed and this additional workload needs to be supported by the Department and the Commonwealth.  
· 4) Each MIH Program shall file a written report with the Department within five calendar days of any serious incident involving its program, personnel or property. Such reportable serious incidents shall include, but are not limited to, any of the following covered by its Certificate of Approval
· (d) Suicide;
RECOMMENDATION #16:
· It is not the right of the Department to know if a provider committed “suicide”.  It is well beyond the scope of the department to be involved in situation that involved personal medical or behavioral health conditions.  It is also unreasonable for a report to be submitted within 5 days because in many cases the cause of death may take several days if not weeks.  This is well beyond the 5-day reporting period.  The recommendation is that this subsection is removed completely.  
(e) Serious criminal acts;
RECOMMENDATION #17:
· This sub-section in ambiguous and subjective.  The Department must identify and define “Serious Criminal Acts”.  With very little or no definition it allows this section to be used against a service or individual in a manner that could impact the overall delivery of care.  We do not endorse or allow the care of patient with a person that has a criminal history but without the definition, it leaves too much discretion with the department.  Clarification of a “Serious Criminal Act” will be helpful.  
(h) A motor vehicle crash involving an MIH vehicle reportable under MGL c. 90 §26;
RECOMMENDATION #18
· If vehicle inspection are not required, this section shall not apply
(i) Medication errors resulting in injury;
RECOMMENDATION #19: Remove the word “injury” and replace with “harm”.  See Recommendation #4
(j) Failure to provide treatment in accordance with clinical protocols resulting in injury;
RECOMMENDATION #20: Remove the word “injury” and replace with “harm”.  See Recommendation #4
(k) Major medical or communication device failure or other equipment failure or user error resulting in serious injury; or,
RECOMMENDATION #21: Remove the word “injury” and replace with “harm”.  See Recommendation #4
 (l) Transfer of care of a 911 patient to management as an MIH patient resulting in injury
RECOMMENDATION #22: Remove the word “injury” and replace with “harm”.  See Recommendation #4
(5) Each MIH Program shall immediately report to the Department, for any patient treated by the MIH Program, any suspected instance(s) of abuse, neglect, mistreatment of that patient or misappropriation of that patient’s property at or by a nursing home, rest home, home health, home maker or hospice.
RECOMMENDATION #23: Add “Appropriate Authorities” after “department” on the first line.  Other laws and requirements may pertain to abuse neglect, mistreatment of that patient or misappropriation of that patient’s property at or by a nursing home, rest home, home health, home maker or hospice.
RECOMMENDATION #24: Add “or family members and/or others” to the end of the section.  This will include all sides of the patient support services.  
(6) Each MIH Program shall report to the Department any other serious incident or accident occurring on premises covered by the MIH Program’s Certificate of Approval that seriously affects the health and safety of a patient or that causes serious physical injury to a patient within seven calendar days of the date of occurrence of the event.
RECOMMENDATION #25: Remove the word “injury” and replace with “harm”.  See Recommendation #4
(t) Continuous quality assurance and improvement program;
RECOMMENDATION #26: Clarify the QA/QI points of review and the minimum percentage of reports that require review.
(u) Collection and maintenance of data relative to access, availability, quality, and cost associated with delivery of program services, to be submitted on a quarterly basis in accordance with Department guidelines;
RECOMMENDATION #27: Remove the section that requires submittal to the department.  It is recommended that the data is collected and available for the Department to review upon inspection.  It can also be provided at the time of application renewal. 
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