(& Application.

EMS Provider
Compliance Guidelines

SECTION B

RULE 157.11 - STEP by STEP

(1) Information required for an EMS provider license (gpplications and sample documents available from
your public hedlth region office).
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goplication

documentation verifying volunteer status (if applicable)

evidence that governmentd entitiesin the service areaare aware that the provider providesEMS
sarvice in their jurisdiction and indicating if 2911 or anon-911 service

map or description of service area

sarvicetype

profit satus

notarized disclosure of ownership and name of business

copies of DBA (Doing Business As) certificates

certification of good standing from State Comptroller’s Office, if incorporated

EMS personnel form

EMS vehicleform

certificate of insurance with TDH named asthe holder or evidence of financid responsbility per
Texas State Law

. daffing plan

medicd director information form
agreement with amedicd director
protocols, equipment/supply list and medication list with medicd director Sgnatureindicating date
signed, effective date and expiration date which correspondsto the effective and expiration dates
of the provider' sEMS license
respongbility plans
meass casudty plan
mutual aid / inter local agreements / agreements with other providers (for example for 24/7
coverage)
SOP's
sample run report
list of first responder organizations that provide ass stance to your service
proof of IRS recognition as Section 501(c)(3) nonprofit corporation (if applicable)
fax number
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y. emall address

z ligof dl locations (addressand non-emergency telephone numbers) whereambulancesunder this
provider license are housed
aa. lig of dl digpatch centers (name, address and non-emergency telephone numbers) utilized for this
provider license
bb. ligt of cities and counties in which this service routingly provides 911 service
cc. if offering a subscription service:
(1) department approva prior to soliciting, advertisng or collecting subscription or membership
fees
(2) written authorization from the chief dected officid of the governmenta entity for the service
areg,
(3) sample of contract or gpplication used to enroll participants;
(4) copy of the advertiang;
(5) evidence of a surety bond; and
(6) names and addresses of al subscribers/ members.

(2) through (5)  SAIf explanatory.
(b) Licenses and Designations.

Providers are required to comply with dl requirements of thar license a dl times. This meansthat dl legd
requirements must ways be adhered to. It also meansthat 911 providers areresponsble for providing
coveragetotheir serviceareaat all times. 911 providers who cannot provide 24/7 coverage must have
an agreement with another service to providethat coverage. Thisisnot “mutud aid”. Thisisan agreement to
provide coverage on a scheduled basis.

911 providerswho cannot respond 24/7 must:
(1) notify dl digpatching authority(ies);
(2) have their agreement gpproved by the medical directors of both (all) services;
(3) noatify the governmenta entities whose jurisdictions the provider serves,
(4) publishinthelocd media
(@ the hoursthey can respond;
(b) the reason(s) they cannot respond 24/7; and
(c) with whom agreements have been made to provide coverage during the hours the provider
cannot.

(1) Licenses.
A copy of the provider’s current license must be displayed:
(1) inan obvious place in the provider’ s primary, operationd business headquarters. Generdly this will
be the address of the location listed on the application; and
(2) inthe patient compartment of each vehiclewhereit isessly visble.
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(2) Designation.
In addition to the copy of the license, a document indicating the vehicle's designation must be
displayed in the patient compartment of each vehicle,

When licensed, a provider will be granted a specific number of designationsin specific categories. Providers
may move desgnations among vehicles in the fleet. However, if the provider wishes to change the number
of desgnationsin any category, the provider must notify the department within 10 days.

EXAMPLE:
A provider is licensed for 4 vehicles. At licensuretimethe provider indicatesthat 2 of the vehicleswill be
designated BLS, and 2 will be designated MICU. The 4 designations may be moved fredy among the
4 vehicles in the fleet as long as each vehicle is compliant with the designation it carries (protocols,
personnel, equipment). The provider decides to upgrade one BLS unit to MICU. (Now the fleet will
consst of 1 BLS and 3 MICU.) The department must be notified of the designation change within 10

days.
(¢) Licenses and designations cannot be transferred from one license holder (licensed provider) to another.

EXAMPLE: (license):
Provider X buys Provider Y. Provider Y must submit an application, fee and other required license
information for anew license, even if the name of the service stays the same.

EXAMPLE: (designation):
Provider L loans a vehicle designated ALS to Provider M as a substitution for one of Provider M’s
vehideswhich hasablown transmission. Provider L’ sAL S designation must stay with Provider L’ sfledt.
Provider M mugt use one of the desgnationsin his own flegt. There is no fee for the subgtitution. The
department must be notified by both providers within 10 days.

(d) Vehides

(1) EMS vehicles must be configured, maintained and equipped in such a way that patients can be
transported safely, and dl required patient care procedures can be carried out effectively. Except for
specidized vehicles, ground vehicle body types must correspond in gross configuration to KKK Type
[, I or 1ll. Other configurations of ground vehicles, arcraft, and water craft will be evauated and
designated individudly. All vehicles used by the provider to respond to emergencies with medica
equipment and supplies must be configured in such away that dl the equipment and supplies, including
medications, will be properly stored, maintained and secured. All vehicles approved as EMS vehicles
must comply with al gpplicable laws and rules when response ready or in service. The provider’ sname
must be prominently displayed on both sides of each vehiclein the fledt.

(2) EMSvehiclesshadl be equipped with two way communication which dlowsthe crew to contact “ medica

resources’. Depending upon an areal sSize, popul ation, geography, transport time/distance and anumber
of other factors, a variety of medica resources would be considered “appropriate’. The preferred
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category of medica resourcesis aphysician at the receiving emergency department.

VEHICLE COMPLIANCE can be achieved by having a vehicle which is properly designed,
maintained and equipped, has available at least the minimum medical equipment and per sonnel
consistent with the vehicle'sdesignation level and isin compliance with all vehicle laws and rules
which are applicable.

(3) (A)  Subdituting avehicle meanstaking one vehicle out of service and temporarily putting another one
its place. Replacing avehide means taking one vehicle out of service and permanently putting
another one its place. If a vehicle is substituted or replaced, no fee isrequired, but the
department must be naotified within 10 days.

(B)  The addition of a vehicle increases the total number of vehicles in the provider's flegt. An
additionrequires (1) that the department isnotified within 10 days, (2) that afeeispaid
(unlessthe provider isafee exempt volunteer) and (3) that an additional designation is
requested from TDH.

() Required minimum gaffing.

MINIMUM saffing required 24/7:
(1) BLS-2ECA’Ss,
(2) BLSwith ALS capability - 2 ECA's,
(3) BLSwith MICU capahility - 2ECA’s,
(4) ALS- 1intermediate and 1 EMT (or above);
(5) ALSwith MICU capability - 1 Intermediate and 1 EMT (or above);
(6) MICU - 1 Paramedic and 1 EMT (or above); and
(7) Specidized. The gaffing for these vehicleswill be decided on an individua basis.

Although at least minimum staffing must be maintained to meet legal requirements, aprovider may
always choose to staff vehicles with the highest levels of certification/license available. If vehicles
are staffed with personnd having avariety of certification or license, the provider must dway's be certain that
the protocols and equipment match the personnel.

EXAMPLE:
A provider hasafleet of dl BLS designated vehicles. At any time the provider may place paramedicson
any of those vehidles, and the paramedicsare permitted to usedl proceduresalowed by their protocols.
However, the provider must be very careful about the equipment on board these vehicles. Paramedics
with paramedic protocols MUST have dl equipment and supplies to alow them to completely execute
their protocols.

“With capability” staffing:
A provider defines agiven EMS vehicle a the “with capability” leve when the provider assigns certain staff
to the unit.
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EXAMPLE:
When the provider chooses to assgn acrew congsting of any combination of aParamedic and an EMT
(or above) toaBL Swith MICU capable vehiclethat vehicle becomesan MICU and therefore must have
Paramedic protocols and equipment and is subject to dl other MICU requirements.

EXAMPLE:
A provider has severd vehiclesdesignated as BL Swith MICU capability. The provider isnever required
to staff any of these vehiclesat the MICU leve. Because the “foundation” designation for these vehicles
isBLS, the minimum required staffing for 24/7 operationis2 ECA’s.

Inthisexample, the provider may chooseto assign any combination of staffing to these vehicles, but thereare
severd gdtuationsthe provider should consider:

(1) Personnd gaffing the vehicle must comply with the protocols appropriate to their certification/license
level. A provider choosesto staff a BLSwith MICU capability vehicle with aParamedic and an ECA.
Paramedic protocols are present. Although the vehicle would not be defined as an MICU (ECA
partner not an EMT), the Paramedic would be required to comply with the paramedic level protocolson
board. Therefore, dl the equipment and supplies needed for the Paramedic would be required.

(2) If only BLS protocols are on the vehicle, dl personnel, regardiess of certification/license level ghdl
perform only BLS skills. Unless:
(1) the medicdl director has issued a blanket protocol indicating that all advanced personnd are to
have with them and apply protocols appropriate to their certification/license leve at dl times, or
(2) advanced personnel aredirected by on-line or on-scenemedica control. Again, if the Paramedic
isto follow paramedic protocols, al equipment and supplies to do so must be present.

(3) Evenif advanced protocols are on a vehicle the service' s medica director may suspend or revoke any
individua’s advanced privileges.

STAFFING COMPLIANCE can be achieved by having available at least the minimum staffing
required by the vehicle's designation level. Staffing aove the minimum required is alowed, actudly
encouraged, but the appropriate protocols and corresponding equipment must be on board before thelr kills
can be utilized.

(f) Protocols.

Protocols are extremely powerful tools - ether postively or negetively. They are the foundation for patient
care and for compliance. They limit aswell as dictate patient care procedures to be followed. They expand
or limit the scope of practice of EM S personnel. They dictate what equipment, supplies and medications must
be avallable.

One set of current protocols must be on each vehicle in the provider's flegt. Protocols must let each
certification/licenselevel know exactly what procedures are required to be followed. Some services have
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chosento place each protocol on one page, and then divide the protocol by proceduresfor each certification
level. Some services use sections of aprotocol book color coded by certification levd. If aservice frequently
uses non-EM S certified personnd such as nurses or respiratory therapists, the protocols should address the
expectations of these individuads dso.

Protocols, equipment and medications must match. If protocols call for a certain procedure, al
equipment, supplies and medications must be present to carry out the procedure. Likewise, if there is
equipment or medications that the crew is expected to use, there must be protocols addressing their use. All
protocols, equipment lists and medication lists must be dated with two specific dates:
(1) thedatethe protocols take effect; and
2 the date the protocolsexpire. These dateswill correspond with the effective and expiration dates
of the provider’slicense.

Protocols must indicate dl limitations. For example, does the medicd director intend for personnel under his
medica direction to operate under the protocols when out of the service area? Does the medical director
intend for off duty personnel to operate under the protocol s? What protocol s does the medical director want
followed by dlied hedth personnd or personnd from other services? Protocol s should make alowancesfor
individud situations such as on line medica control or in circumstances like transfers of specific ungtable

patients.

PROTOCOL COMPLIANCE can be achieved by:
(1) having a copy of the protocols on each vehicle;
(2) asauring that personnel are fully versed in the protocols and have the skillsto carry
them out; and
(3) asauringthat all equipment required by the protocolsis available.

Equipment and supplies.

Although specific numbers, Sizes, varieties and types of equipment will generdly be determined by each
provider, the equipment must be adequate to meet the needs of patientsranging in sizefrom newbornto large
adult. The provider must show that several cals can reasonably be made without restocking. The provider
will be required to base sdlections on factors such as cal volume, trangport times, restocking resources and
so on. All equipment must be clean and in working order. All medication used by the provider must be
properly secured, stored and maintained. All equipment required in the protocols must be present, and dl
eguipment must have applicable protocols.

EQUIPMENT COMPLIANCE can be achieved by having available properly working equipment
which correspondsto the equipment needed for the crew to carry out patient careto thefull extent
defined by their protocols and allowed by their certification /license.
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157.11 (d)-(g)Vehicles, Staffing, Protocols, Equipment
CATEGORICAL COMPLIANCE SUMMARY

Compliancefor designation levelsis determined by the minimum staff and eguipment required
to be on approved EM S vehicles. Determining designation compliance is a static and therefore
relatively easy process:
- properly maintained vehicle of proper type, equipment and staffing present =

vehicleis compliant
- vehicle deficient or deficient in equipment or staffing =

vehicle is non-compliant

Total_compliancein the categories of Vehicles, Staffing, Protocols and Equipment can be
achieved through (1) ongoing compliance with the minimum designation criteria for vehicle,
staffing and equipment and (2) verification that all other protocol, personnel certification/license
and equipment variables are continuously and correctly matched.

(h) See 8157.12 and 8157.13 for specific air ambulance equipment requirements.

() (2) through (3)
Specifics of minimum equipment and supplies will be determined by the provider and the provider’ smedical
director and submitted to the department. All equipment and supplies must meet the criteriain (g) above.

(4) Generdly sdf explanatory.
Notes:
- Emergency warning devices should not present afire hazard (flares not acceptable) and should
be visible from a distance (chemicd light sticks not acceptable).
- Hreextinguishers must be current.
- Atleast 2“No Smoking” Sgns- one of which must be in the patient compartment.

(5) Many times optima patient care will require personnd on an EM S vehicle in addition to the EM S crew.
The provider isresponsiblefor assuring that these individua s have gpplicable protocol sor ordersand that
they have corresponding equipment and supplies.

(j) Nationd Accreditation.
Providerswishing to use this mechanism to get exemption from some portions of Texaslicensure requirements
should contact their regiond office.

(k) Subscription or Membership services.
Thisis a somewhat involved option that does not include most providers. Providerswho wish to become or
renew as subscription services should contact their regiond office.

() (1) through (15) Responsibilities
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Providers should thoroughly familiarize themselves with these responsibilities and
should review them periodically. Theseareseriousresponsibilities. Failuretomaintain
compliancewith them could result in disciplinary action. If there are any questions about
the requirements of this section, contact your regional EM S office.

(M)  Licenserenewa process.

(1) Although the department has the responsbility of sending expiration/renewa notices, the fina
respongibility for renewa lieswith the provider. Contact must be made with the department no lessthan
90 days prior to expiration.

(2) Therenewa processisessentialy arepest of theinitid licensure process. However, much of therenewa
processis usualy quicker and easier because there is only the need to verify or update information or
documents.

(3) Provider licensesexpire onthelast day of the month of expiration. After that day, providerswho continue
to operate, do so in violation of the law and are subject to applicable pendties. If aprovider has not met
dl requirementsfor relicensure by the expiration date, the provider may request aprovisond license. The
request must be accompanied by a$25 late fee and documentation justifying the request. The request for
the provisond license will be granted only if thereisevidencethat failure to grant the request would have
anegative impact on the hedlth and safety of the provider’s service area. A provisond license may be
granted for any amount of time up to 60 days. Only one provisiond license per license period will be
granted.

(n) Organizationmay be consdered volunteer if they have 5 or fewer paid Saff (no limitations regarding whether
they are medical, maintenance, clerica etc.). If there are more than 5 paid gaff, but 75% or more of dl
personnel are volunteers, the organization may advertise as “volunteer”. However, the provider must pay
applicable fees for the vehiclesin the fleet. Digplays on vehicles may not be fase, mideading or indicate any
level of care that the provider cannot provide. The provider may display only wording consstent with the
vehicle s designation. Providers shdl prominently display the provider name on each vehicle. Such displays
are not consdered advertising.

(0) Prior to the issuance of an initid provider license the department will conduct an in depth, comprehensive
survey. Surveys will assess the ahility of the provider to comply with applicable requirements of the Hedlth
and Safety Code, Chapter 773 and 25TAC, Chapter 157. Comprehensive surveys may aso be conducted
in the course of an officid investigation, subsegquent to an unannounced ingpection which identifies sgnificant
deficiencies or for other reasonable cause to assure compliance with EMS rule and law.

(p) Unannounced (“spot”) ingpections may be conducted a any time to determine provider compliance. These

ingoections are conducted as a result of complaints, but are aso conducted on providers a random. All
components required for provider licensure are subject to review during unannounced inspections.
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Reasonable time will be alowed for correction of deficiencies. However, “reasonable’ time can vary from
deficiency to deficiency. For example, the time dlowed to add to a “ deficient” (by the approved equipment
list), yet reasonably adequate, supply of 4x4's or triangular bandages might be greater than the time alowed
to replace expired cardiac medications or an inoperative monitor/defibrillator. In many cases, correction of
deficiencies can be verified without another inspection (purchase order for deficient equipment, work order
for repaired vehicle, etc.). However, subsequent to an ingpection which wasfailed for sgnificant deficiencies
the department may conduct afollow up inspection. If such areinspection is required, the provider will be
required to pay a $25 fee. Even if the provider passes the second inspection it does not eiminate
possible administrative penalties and disciplinary actions from having failed the fir st inspection.

(g) Sgnificant deficiencies identified during pot ingpection, deficiencies not corrected in the time dlotted and/or
repeated deficiencies subject the provider to penalties under asindicated by §157.16.

END OF 8157.11 STEP BY STEP

In addition to compliance criteriarequired of vehicles, equipment and staffing, there are per for mance
criteriafor which provider organizations and their crews are accountable.

Severe penalties can result from performance which violates patient care standards or which jeopardizes
the health or safety of patients, the public or other responders. These penalties may be |evied against the
provider organization, individual EMS personnel or both.

Thefollowing information isintended to assist providers and indivividual certificate/ license holdersin
understanding that compliance with EM Slaw and rulerequiresmorethan just meeting the standards
for vehicles, equipment and staffing.

“level of care”
Patient careis offered (providers “operate’ or “function”) through the gpplication of numerous combinations

of personndl, equipment, proceduresand medica control. Theresultsof these various combinationsare often
referred to as “levels of care’. However, there are NO defined “levels’ of care. For example, patient care
isnot provided a the “MICU leve” or at the “ Paramedic level”. Care may be provided IN an MICU, BY
a Paramedic, but the CARE is not “MICU” or “Paramedic’.

Althoughguidelinesfor patient carear eestablished by medical control, protocolsor specific patient
orders, the respongbility for actually performing the proper care unique to each patient isthe
responsibility of the EM S crew.

“standard of care’
Whereas “level of care’ addresses the degree of care provided, “ standard of care’ addressesthe quality of
care provided. The definition of standard of care is influenced by a variety of factors, but important
determiners of adequate standard of care for EMS providers are the provider’s protocols and standard
operating procedures. Among other things, standard of care is defined by completeness, correctness and
timdinessof actionsaswadll asother acts of omission or commission which impact patient outcome. Standard
of care is aso determined by applying the “reasonable and prudent person” test. That is, determining if
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equivadent patient care has been carried out by another person of same or smilar training, experience and
catification in the same or amilar gtuation?

THE FOLLOWING EXAMPLESARE LOOSELY BASED ON REAL CASESBROUGHT TO THE
TEXAS DEPARTMENT OF HEALTH FOR INVESTIGATION. IN ALL OF THEM, ACTION
WOULD LIKELY BEAGAINST SOMECOMBINATIONOF: ONE ORBOTH CREWMEMBERS,
THE SERVICE DIRECTOR AND/ OR THE PROVIDER ORGANIZATION.

(1) AnEMS crew respondsto amotor vehicle crash involving avehiclethat ran off abridge. The patient has
multiple contusions and |acerations around the head. The patient was complaining of abdominad pain and
shortness of breath, but he is now only respongive to pain. He has digtinct bruising of the albbdomen and
chest and has some swelling of the abdomen. No extrication isrequired, but on scenetimeis 25 minutes.
A Levd Il trauma center has a helicopter available in 15-20 minutes, but the patient is trangported 40
minutestoalLeve IV facility (in adirection oppodtethe Leve 1l facility). Saff a the Levd 1V fadility call
for the helicopter to transport the, now serioudy deteriorated, patient to the Leve 11 center. Round trip
flight is 1 hour. The choice of first destination for this patient was in violation of the service' s protocols.
The timesallowed on scene and crested for find ariva at atraumacenter are contrary to any reasonable
sandard of care for atrauma patient in this condition.

(2) A patient is gected from a motor vehicle which rolled over while traveling at a high rate of speed. On
arriva of the EMS unit the patient is lying face down, motionless. Whenthe patient isrolled over alarge
contusion on his forehead is obvious. When questioned, the patient has no recollection of the crash and
has no ideawhere he is. Bystanders tell the crew that the patient was completely unresponsive until just
before EM S arrived. The crew decides to walk the disoriented patient to the ambulance. Only whenin
the ambulance does the crew perform a physica exam. They then apply an extrication collar and
backboard. This patient management wasin clear violation of the service s protocols. In addition, in the
absence of any threats to the lives of the crew or the patient, no reasonable EM'S person would have
moved this patient prior to the gpplication of spind stabilization.

(3) Law enforcement requests assistance for a drug overdose. Shortly after EMS arriva the patient stops
breething. The patient isintubated. During transport, the patient’ soxygen saturation is checked and found
to be less than 60. Management remained unchanged. When asked if tube placement was ever checked
the medic responded, “Y es, but when we bagged him there was so much noise over the belly | couldn’t
hear breath sounds’. Although the steps in the protocol for management of respiratory arrest were
followed, the unrecognized, uncorrected placement of the ET tube in the esophagus was a catastrophic
error.

(4) AnMICU respondsto apossibledrowning. The patient’ sEK G clearly showsventricular fibrillation. The
Paramedic interprets the dysrhythmia as asystole and proceeds with the steps in the asystole protocol .
Consequently, the patient receives incorrect medication, is never shocked and subsequently dies.
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