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STATE BOARD OF HEALTH

REGISTRAR'S NOTICE: Due to its length, 12 VAC 5‑31 filed by the Department of Health is not being published. However, in accordance with § 2.2-4031 of the Code of Virginia, the summary is being published in lieu of the full text. The full text of the regulation is available for public inspection at the office of the Registrar of Regulations and at the Department of Health (see contact information below) and is accessible on the Virginia Register of Regulations website at http://legis.state.va.us/codecomm/register/vol18/welcome.htm.

Title of Regulation: 12 VAC 5‑30. Rules and Regulations Governing Emergency Medical Services (REPEALING).

Title of Regulation: 12 VAC 5‑31. Virginia Emergency Medical Services Regulations.

Statutory Authority: §§ 32.1-12 and 32.1-111.4 of the Code of Virginia.
Public Hearing Date: May 9, 2002 - 7 p.m.
Public comments may be submitted until June 21, 2002.

(See Calendar of Events section

for additional information)

Agency Contact: Dave Cullen, Compliance Manager, Office of Emergency Medical Services, Department of Health, 1538 E. Parham Rd., Richmond, VA 23228, telephone (804) 371-3500, ext. 3512, toll-free 1-800-523-6019, FAX (804) 371-3543 or e-mail dcullen@vdh.state.va.us.

Basis: Section 32.1-111.3 of the Code of Virginia directs the Board of Health to "develop a comprehensive, coordinated, emergency medical care system in the Commonwealth . . ."

Section 32.1-111.4 of the Code of Virginia vests authority for the regulation of emergency medical services in the State Board of Health.  The law specifically requires that the board regulate such services by establishing minimum standards for agencies and for emergency services vehicles by type of service rendered and specify the medical equipment, supplies, vehicle specifications and the personnel required for each classification. The law further requires the use of licensure, certification and inspection for compliance.

These regulations establish minimum standards for agency, vehicle and personnel. The regulations include existing standards; as well as additional requirements agencies must meet to maintain licensure. EMS vehicle classifications are consolidated with the intent of simplifying the permitting process and standardizing the equipment and personnel requirements.

Section 32.1-111.4 of the Code of Virginia, essentially, directs the State Board of Health to prescribe by regulation:  requirements for recordkeeping, supplies, operating procedures and other EMS agency operations; requirements for the sanitation and maintenance of emergency medical services vehicles and their medical supplies and equipment; procedures, including the requirements for forms, to authorize qualified emergency medical services personnel to follow Durable Do Not Resuscitate Orders pursuant to § 54.1-2987.1 of the Code of Virginia; requirements for the composition, administration, duties and responsibilities of the State Emergency Medical Services Advisory Board; requirements, developed in consultation with the Emergency Medical Services Advisory Board, governing the certification and recertification of emergency medical services personnel.

These regulations require licensed EMS agencies to establish protocols and operating procedures for recordkeeping. New certification levels would be established at the Advanced Life Support level to conform to national education and practice standards.

The board, in order to provide consistent interpretation and enforcement of the EMS regulations, has determined that clear definitions of words and terms are required to assist EMS agencies and personnel in their understanding of regulations pertaining to the statewide EMS system.  The board also recognizes the need for a specified process to review and grant variance and exemption requests submitted by local EMS agencies and personnel who are unable to meet established minimum statewide system standards.

These regulations allow for the inclusion of additional definitions of terms to address new procedures and equipment developed since the 1990 regulations were promulgated. The need for standardization of EMS vocabulary across the Commonwealth is clear and these regulations address this need.

Section 32.1-111.5 of the Code of Virginia directs the Board of Health to prescribe by regulation the qualifications required for certification and recertification of emergency medical attendants.  It also requires that such regulations shall include authorization for continuing education and skills testing, authorization for exemptions of testing and options for sequential skills testing for recertification.

These regulations streamline the recertification process for EMS personnel by allowing recertification through continuing education. An EMS agency's Operational Medical Director would be allowed to exempt qualified EMS personnel from the required written examination for recertification and authorize sequential testing of practical skills throughout the certification period for EMS personnel.

The primary role of the EMS physician is to ensure quality patient care and training.  Because of rapidly changing technology and advances in EMS procedures and techniques, all aspects of the organization and provision of basic and advanced life support emergency medical services require the active involvement and participation of physicians.  These regulations establish procedures, standards and responsibilities for state-endorsed emergency medical services physicians who are associated with EMS agencies, personnel and training programs.  There is an established line of medical control and accountability over both EMS practice and training.  Medical oversight of EMS agencies, personnel and training is intrinsic to the delegated medical practice that authorizes emergency medical services in the Commonwealth.  The law requires physician authorization in order for a certified EMS technician to practice or administer medications.

Section 32.1-111.14:1 of the Code of Virginia requires that all persons possessing an automated external defibrillator (AED) must register with the board before placing such equipment in use.  The Code of Virginia also directs the Board of Health to establish requirements for AED registration to include training standards for operators, maintenance of the devices, medical direction for registered users.  Additionally, these regulations prescribe enforcement actions for those persons who fail to obtain registration.

These regulations establish a statewide registry for AED owners. It would allow for the emergent use of AEDs by registered operators. Minimum training standards, equipment maintenance criteria and medical direction involvement are established. The Code of Virginia specifically exempts a health care facility licensed by the Board of Health or the Board of Mental Health, Mental Retardation and Substance Abuse Services or an adult care residence licensed by the Board of Social Services or any person regulated by a health regulatory board within the Department of Health Professions whose scope of practice encompasses such services, or an emergency medical services agency regulated by the board from the requirements for AED registration.

Purpose: The intent of these regulations is to protect the health, safety and welfare of Virginia's citizens and to ensure that a quality standard for the provision of emergency medical services exists throughout the Commonwealth.  These regulations consolidate many guidelines and procedures that have historically been separated.  It has been 10 years since the Rules and Regulations Governing Emergency Medical Services were revised and adopted by the Board of Health.  The provision of EMS is dynamic and these regulations address the many associated changes arising from improved practice and technology and increased public expectations and awareness.

Substance: The proposed regulation changes are intended to improve EMS agency and personnel compliance and  incorporate the latest emergency patient care techniques, procedures and medical technology.  Existing regulations provide for multiple classifications of EMS vehicles, which complicate the deployment of resources by EMS agencies. The intent of this regulation is to simplify specifications for the design and construction of ambulances by establishing a single standard based upon nationally accepted guidelines.

These regulations provide for oversight of EMS training programs through specification of policies and procedures for the qualification and enrollment of students, conduct of courses and administration of EMS certification examinations. Revision and reorganization of previously issued guidance documents are included to update the administration of EMS education and training programs. For example, the minimum prerequisites to enroll in an EMS certification course would be defined by regulation.

Furthermore, this proposed regulatory action would conform to revisions of national standard training curricula and implement changes in the nature and scope of out-of-hospital patient care techniques. The Emergency Medical Technician - Intermediate and Emergency Medical Technician - Enhanced certification levels, not currently recognized in Virginia, would be adopted as Virginia EMS certification levels. This action would enhance the level of Advanced Life Support in the Virginia EMS system to care for critical patients.

These regulations delineate the qualifications, responsibilities, and authority of physicians serving as Operational Medical Directors and Physician Course Directors. Clear procedures for the endorsement of EMS physicians, requirements for written agreements between EMS physicians and EMS agencies, policies for termination of such written agreements and a mechanism for resolution of conflicts between EMS physicians and EMS agencies are established.

This proposed regulation addresses the fact that survival from sudden cardiac arrest depends directly on rapid access to defibrillation.  Every minute of delay in defibrillation reduces the chances of a person surviving sudden cardiac arrest by 10%.  Currently, only licensed emergency medical services agencies are permitted to administer cardiac defibrillation in the out-of-hospital setting.  These regulations expand that authority to entities that register their devices and meet approved training and operational standards.  The need to have adequately trained individuals operating these medical devices was identified by agencies such as the American Heart Association and American Red Cross.  These regulations intend to assure equipment standardization, quality assurance and uniformity of training throughout the Commonwealth. The General Assembly determined in § 32.1-111.14:1 of the Code of Virginia that system oversight is necessary to protect the citizens by specifying the conditions under which automated external defibrillators can be used, operated and maintained and authorizing the board to promulgate appropriate regulations.

Issues: Issues relevant to the public include: fluidity of the statewide EMS system would be enhanced; Emergency Medical Services for children would be enhanced by increased requirements for pediatric equipment and supplies on ambulances; safety issues concerning EMS personnel and EMS vehicle equipment and marking requirements are identified and addressed specifically; and an Automated External Defibrillation Registry is created.

Issues relevant to the Department of Health: variance approval is delegated to the Office of EMS; terms are defined using Code of Virginia definitions; reporting requirements for EMS agency and personnel would allow for a more consistent communication flow; and clarification of the licensure application and enforcement processes is provided.

Issues relevant to the regulated community and locality: designated Emergency Response Agencies are identified. Telecommunication issues are complex due to the challenges of implementing new technology and needs for interoperability. Staffing requirements for EMS vehicles present a challenge for rural agencies as the availability of volunteer hours competes with other demands of modern living. A Response Interval Standard and Mobilization Interval Standard are created as performance measures. "Local EMS resource" is identified and defined. "Supplemented transports" are defined and regulated. "Primary service areas" of EMS agencies are identified and defined. "Program site accreditation" for EMS education and training is identified and defined. "Public safety answering point" is defined. "Quality management programs" are identified and defined on a statewide basis. Response Obligation to Locality is created that requires Designated Emergency Response Agencies to assist within their locality. "Special conditions" are defined. Specialized Air Medical Training is created. "Inter-facility wheelchair transport service" is defined and regulated. Virginia EMS Compliance Manual is created and specified. EMS Agency availability (24-hour basis) is required for non-Designated Emergency Response Agencies. Participation in regional trauma triage plans is required.

There are no disadvantages to the Commonwealth or the public associated with the EMS amendments.

Department of Planning and Budget's Economic Impact Analysis: The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 G of the Administrative Process Act and Executive Order Number 25 (98). Section 2.2-4007 G requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property. The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation. The Department of Health (Department) proposes to replace its existing regulations regarding emergency medical services (12 VAC 5‑30) with the proposed regulations (12 VAC 5‑31). The new regulations consolidate and reorganize the text into a more logical, user-friendly manner and reflect improvements in practice standards and technology since the regulations were first promulgated 10 years ago.

Estimated economic impact. Many of the proposed changes to these Emergency Medical Services (EMS) regulations are intended to reduce ambiguity, provide more detailed guidance regarding specific requirements, and improve the department’s ability to monitor compliance with these standards. Several of the changes in the proposed regulation address requirements and standards the Department is currently enforcing or are already common practice in the industry. Putting these requirements into regulation should not result in any economic impact.

Some of the proposed changes, such as consolidating EMS vehicle classifications, allowing recertification of personnel through continuing education, delegating approval of variances and endorsement of EMS physicians to the Office of EMS, and providing definitions of terms used in the text, are intended to simplify and speed up the licensure, permitting, and certification processes. These changes also standardize equipment and personnel standards and allow for consistent interpretation and enforcement of requirements. Operator training and minimum equipment requirements for wheelchair inter-facility transport service providers are removed as they are determined to be unnecessary given that these providers transport passengers only and do not provide any patient care. Since these changes are not expected to negatively affect the quality or quantity of services provided, they are likely to result in a net economic benefit for both providers and recipients of emergency medical services in Virginia.

Other proposed changes do impose new requirements or standards on providers but are intended to reflect improvements in practice standards and technology since the regulations were first promulgated 10 years ago. These changes are individually discussed in more detail below.

New Certification Levels Established. Under the proposed regulations, Emergency Medical Technician-Intermediate and Emergency Medical Technician-Enhanced, which are not currently recognized in Virginia, would be adopted as Virginia EMS certification levels. These levels would replace the EMT-Shock Trauma and EMT-Cardiac Tech certification levels, which are not recognized outside of Virginia. Existing EMT personnel will have up to six years to obtain the new certifications. By conforming the Virginia system to national education and practice standards, this change will allow for easier transfer of EMT personnel into and out of Virginia and may enhance the level of Advanced Life Support services available.

Background Checks Required. The current regulations specify crimes that disqualify individuals from providing EMT services. However, a background check on applicants is not mandated, although it is common practice by many agencies. The proposed regulations mandate that a background check be completed on all new members no more than 60 days prior to the individual’s affiliation with the agency, as well as increase the list of disqualifying crimes to include founded complaints of child or elderly abuse and any crime involving sexual misconduct where the lack of affirmative consent by the victim is an element of the crime. These additional requirements, while they may disqualify some individuals from providing EMS services, will enhance the level of protection provided for EMS patients.

The Virginia State Police (VSP) charges $15 to complete a background check. Under agreement financed by the Health Department’s Office of EMS, however, VSP provides background checks for EMS volunteers at no charge. In addition to the cost of the background check, mandating background checks for all new applicants may increase the workload of the State Police and may necessitate an increase in funding provided by the Office of EMS; the extent of any such increase is not known at this time.

Update Vehicle Requirements. The proposed regulations update EMS vehicle equipment requirements based on national and federal guidelines, including the guidelines recommended by the Committee on Trauma of the American College of Surgeons.1 The minimum equipment listings are reformatted in chart form, which are much easier to use and will likely increase compliance. Approximately $400 to $500 of required equipment is removed; approximately $1,000 of equipment is added to the required list, primarily pediatric equipment and supplies. In addition, an automated external defibrillator (AED) is now required on all ambulances. The cost of an AED is approximately $3,000.

Many EMS agencies already meet or exceed the proposed requirements. For those agencies that do not meet the requirements, several options exist to assist with the purchase of equipment. Nonprofit agencies qualify for matching funds through the Rescue Squad Assistance Fund, which is funded with monies collected annually through motor vehicle registration fees. In addition, $594,000 was awarded to EMS agencies in September 2000 through the EMS Developmental Block Grant Awards, which funded the purchase of 199 AEDs.

For licensure of an EMS agency that does not use an EMS vehicle, the new regulations require that the individuals must maintain a minimum level of equipment. This can be expected to reduce the possibility of someone holding themselves out as a licensed emergency medical services provider without a minimum level of equipment. The Office of EMS estimates there are less than 25 providers that operate without vehicles. It is not known how many currently do not maintain the required level of supplies.

Several safety issues concerning EMS personnel and EMS vehicle equipment are also addressed in the proposed regulations. Equipment and supplies in the patient compartment must be secured or affixed to protect the crew and patient. There have been several reported incidents of equipment falling on personnel or patients and causing injuries and even death. The cost of complying with this new requirement is not known at this time. Smoking is prohibited in EMS vehicles as well as firearms, with exceptions noted (i.e., law enforcement offices, correctional facility personnel).

Lastly, the new regulations allow for mobile Advanced Life Saving (ALS) packages, which allows any EMS vehicle to be transformed into an ALS vehicle. Currently, EMS vehicles must be classified as ALS or BLS (Basic Life Saving) vehicles. This is common practice by many agencies now, as technology advances have resulted in more mobile equipment. Establishing Advanced Life Support equipment packages allows for fluidity in transfer of staff and equipment that reflects the “everyday and real life” needs of EMS agencies.

Increased Staffing Levels. The proposed regulation establishes a requirement for designated emergency response agencies to have a minimum of eight EMS personnel who are qualified to function as an Attendant-In-Charge (AIC). An AIC is someone authorized by the EMS agency’s operational medical director to use all the skills and equipment for their level of certification and the type of transport to be performed. The impact of this change is not known without knowing the current staffing levels of each individual agency.

Program Site Accreditation. The proposed regulation also sets requirements for program site accreditation to verify that a training program has demonstrated the ability to meet criteria established by the Office of EMS to conduct Basic and/or Advanced Life Support certification classes. This may initially reduce the number of providers and could increase the costs of obtaining training. However, since low quality courses appear to have lower success rates, the overall cost of obtaining training may remain the same or may even decrease. The level of EMS care provided may increase if personnel receive higher quality training as a result of this change.

Automated External Defibrillator Registry. Previously, only licensed emergency medical service agencies were permitted to administer cardiac defibrillation in the out-of-hospital setting. The Code of Virginia expanded that authority to entities that register their devices and meet approved training and operation standards. The proposed regulations establish a statewide registry for AED owners and sets requirements that address training standards for operators, maintenance of the devices, medical direction for registered users, and enforcement actions for individuals who fail to obtain registration. Currently, approximately 200 AEDs are included in the registry. Every minute of delay in defibrillation reduces the chances of a person surviving cardiac arrest by 10%. By providing the necessary oversight, the proposed regulations may provide significant benefits to individuals who suffer cardiac arrests at locations equipped with automated external defibrillators.

Summary of economic impact. The following table summarizes the anticipated effects resulting from the proposed changes to this regulation. While the overall net economic impact is not measurable at this time, it is likely to be positive.

Estimated Economic Impacts of the Proposed Changes to
Virginia Emergency Medical Services Regulations (12 VAC 5‑31)

Proposed Change
Estimated Number Affected
Estimated Cost
Estimated Benefit

New certification levels established
There are currently 1,804 certified EMT-Shock Trauma providers and 2,918 certified EMT-Cardiac Tech providers
Coursework in excess of what would have been required for recertification of current levels
Easier transfer of EMS personnel into and out of Virginia; may possibly enhance the level of advanced life support services available

Background checks required
All new applicants
No charge for EMS agencies requesting background checks; Some additional time required of Virginia State Police staff
Prevent possible abuses by EMT personnel

List of disqualifying crimes expanded
All new applicants, any currently certified individuals the Department becomes aware of
May disqualify some individuals from providing EMT services


Vehicle equipment standards revised
There is no information currently available on how many EMS agencies do not meet the proposed requirements
$1,000 per permitted vehicle to purchase additional required equipment, $3,000 to purchase AED
Proposed equipment listings are in line with national and federal guidelines and may enhance services provided, especially for children

Staffing requirements increased
Not known at this time
Not known at this time
May improve level of care provided if agencies are currently understaffed

Program site accreditation required
All providers of Basic and/or Advanced Life Support certification classes
Unknown - overall costs may increase, remain the same or even decrease
May improve level of EMS care if personnel receive higher quality training

AED registry
All AED owners and operators
Unknown - includes costs of training and maintaining the registry
Likely to increase use of AEDs; ensure competency of operators

Businesses and entities affected. There are approximately 800 licensed EMS agencies in Virginia and 33,000 certified EMS providers that will be affected by the proposed regulation.

Localities particularly affected. The proposed regulation will not uniquely affect any particular localities.

Projected impact on employment. The proposed regulation is not expected to have any significant impact on employment.

Effects on the use and value of private property. The proposed regulation is not expected to have any significant effects on the use and value of private property.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The Department of Health concurs with the economic impact assessment prepared by the Department of Planning and Budget regarding the proposed chapter entitled Virginia Emergency Medical Services Regulations, 12 VAC 5‑31, to replace 12 VAC 5-30.

Summary:

The existing regulations are being repealed and replaced by a proposed regulation that consolidates the Commonwealth's regulations regarding emergency medical services in a logical and "user-friendly" manner, removes unnecessary requirements, and updates regulatory provisions so that vital improvements in practice and technology are reflected, thus providing Virginians with an enhanced level of emergency medical services.

VA.R. Doc. No. R01-71; Filed April 3, 2002, 11:41 a.m.

1 Committee on Trauma, American College of Surgeons, "Essential Equipment for Ambulances," March 1994.





Volume 18, Issue 16
Virginia Register of Regulations
Monday, April 22, 2002
1
Volume 18, Issue 16
Virginia Register of Regulations
Monday, April 22, 2002
2

