LCEMS POLICY BOARD
MEETING MINUTES
August 1, 2012

Members Present:

Mary Beth Crawford, M.D.

Chief Daryl McNutt
Chief Barry Cousino
Chief Ed Ellis

Chief Tom Wagener
Chief Jeff Kowalski
Chief Luis Santiago
David Lindstrom, M.D.
Dennis Cole

Absent:

Mayor Michael Seferian
Mayor Michael Bell
Chief Kevin Bernhard
Mayor Angela Kuhn
Leslie Kohli

Mayor Tim Wagener
Peter Ujvagi

Attendees:

Brent Parquette

Pat Moomey

Jon Ziehr

Chief Brian Byrd

Mike George

EMS Chief Martin Fuller
Dr. Daniel Schwerin
Lorren Boyken

Call to Order

Representing:

Hospital Council/St. Luke’s
Whitehouse Fire Department
Springfield Twp. Fire Department
Oregon Fire Department

Maumee Fire Department
Sylvania Twp. Fire Department
Toledo Fire

LCEMS Medical Director
Emergency Services Director

City of Oregon, Mayor
City of Toledo, Mayor

Lucas County Fire Chief’s Association

Village of Whitehouse —~ Mayor
Springfield Twp. Trustee

City of Maumee, Mayor

Lucas County Administrator
Sylvania Twp. Trustee

LCEMS QA/QI
LCEMS Communications Manager
LCEMS

Toledo Fire

Mongclova Twp. Fire
Whitehouse Fire Dept,

St. Vincent Mercy Hospital
LCEMS Dispatch

Dr. Crawford called the meeting to order at 8:33 a.m.

Minute Approval

The minutes from the June 6, 2012 meeting were distributed to review. Chief Cousino made a
motion to accept the minutes which was seconded by Chief’ McNutt. Minutes were accepted as

printed.
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Committee Reports:
Medical Committee

No meeting to report. The next Medical Committee mecting is scheduled for October 1%,

Paramedic Committee

Chief Kowalski reported this committee met June 1 1", Items of discussion were CE training,
Controlled Substance Policy and the training of the new esophageal temperature probe.
September is to have the NW Ohio Cardiology Group. Dr. Lindstrom had no QA issues. There
were continuing discussions regarding the CIDs and the med shortage of Etomidate. LCEMS
continues to purchase Versed from Bay Park. Discussion regarding the Medical Tracking
System, In the New Business category, a fix has been made regarding the 07 bottles.

Dr. Schwerin told the committee about EMS day at Owens for the residents, Questions of any
issues regarding the on-scene physician responding to scenes. None reported. The issue of the
20 minute turn around was brought up and none reported. The issue of faxes to the hospitals via
the ePCR was also brought up and none reported. Dennis reported on the going live for the
CAD, and anticipating going live in February.

CE Ubdate

Brent reported there was no CE in July and August. June had the training of the temperature
probe and intra arrest cooling. The narcotic policy is out and going well. There have been a
couple of snags. The CIDs are out and no feedback to date. Brent reported the county is good
with Versed, Fentanyl and Morphine . Etomidate is the preatest shortage right now and we are
looking to see if we can obtain this drug from Bay Park, Brent repotted September’s CE intent
was to have the NW Cardiology group which has been slow moving do to schedules and so we
are holding back. September’s CE will be on Respiratory Emergencies. Brent said we are
looking to increase the usage of CPAP patients having COPD, Asthma and Bronchitis. The
paramedics will have to be trained on the aerolization piece. Brent sited departments across the
US having been using this for years.

Drug Shortages

Dr. Lindstrom reported Epinephrine concentrate pre-injectable pre-loaded being used for cardiac
arrest patients is potentially on back order and probably won’t be available for 1-1/2 years. Dr.
Lindstrom said our plan is to mix 1mg of the 1:1000 Epinephrine in the 10cc prefilled saline
syringe. Dr. Lindstrom repotted we currently have some pre-injectable Epi to last through
September, but it will be covered in September’s CE.

Dr. Lindstrom reported on the Ohio State Board of Pharmacy “EMS Frequently Asked
Questions” document provided. (attached) Dr. Lindstrom reported on why this surfaced.
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Dr. Lindstrom discussed items 9, 10, 12 and 13.

Open Discussion

Dr. Lindstrom reported he will have a handful of cases in which he discusses with the various
department’s personnel which works well.

Chief McNutt reported the conference call with the chief administrator of Indianapolis EMS will
be at 10:00 this morning.

Next Meeting and Adjournment

With no further business, the meeting was adjourned at 9:00 a.m. The next meeting will be
Wednesday, September 5™ at 8:30 a.m.



EMS FREQUENTLY ASKED QUESTIONS

July 23, 2012

1. What does the term “controlled substance” imean?

“Controlled substance” as defined in section 3719.01(C) of the Ohio Revised Code means a
drug, compound, mixture, preparation, or substance included in Schedule |, 11, 11, IV, or V.

2. What does the term “dangerous drug” mean?

“Dangerous drug,” as defined in section 4729.01 of the Ohio Revised Code, means any
drug or drug product whose commercial package bears a label containing the symbol “Rx
only”, the legend “Caution: Federal Law Prohibits Dispensing Without Prescription” or
“Caution: Federal Law Restricts This Drug To Use By Or On The Order Of A Licensed
'Veterinarian”, or any similar restrictive statement. This includes medical grade oxygen and

[V solutions.

3. What are the security requirements for the storage of dangerous drugs?

Ohio State Board of Pharmacy/7-23-12

As defined in rule 4729-33-03 of the Chio Administrative Code:

Overall supervision and control of dangerous drugs is the responsibility of the responsible
person. The responsible person may delegate the day-to-day tasks to the emergency
medical service (EMS) organization personnel who hold appropriate certification to access
the dangerous drugs for which they are responsible.

The "‘responsible person” as defined in rule 4729-5-11 of the Ohio Administrative Code is
responsible for the compliance with all state and federal laws, regulations, and rules
regulating the distribution of drugs. For an EMS, the responsible person must be an Ohio

licensed physician (MD or DO) or a pharmacist.

All dangerous drugs must be secured in a tamper-evident setting with access limited to
EMS personnel based on their certification status. All ficensees shall provide effective and
approved controls and procedures to deter and detect theft and diversion of dangerous

drugs.

All dangerous drugs must be maintained in a clean and temperature-controlled
environment.
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An Example of a Common Security & Storage Practice:

A drug box, cabinet, drawer, etc. that contains prescription drugs which is secured with a
tamper-evident numbered seal tab system or a lock system that has been approved by the
Board of Pharmacy. EMS organizations using a seal tab system must also malntain a
complete and accurate tamper evident log book for each box, cabinet, drawer, etc. to

document access and drug accountability.

4. Who can have access to controlled substances?

Only emergency medical technician-paramedics, emergency medical technician-
intermediates, registered nurses, physicians, and pharmacists who are associated with that
EMS organization may have access to any controlled substances maintained by the EMS
organization. Other persons employed by the EMS organization may have access to
controlled substances only under the dire¢t and immediate supervision of an emergency
medical technician-paramedic, an emergency medical technician-intermediate, a registered

nurse, or a physician in emergency situations.

5. What EMS personnel may administer dangerous drugs?

Administration of dangerous drugs by EMS personnel is limited to the scope of practice as
defined by the law (Ohio Revised Code) and by rules (Ohio Administrative Code) adopted by
the Board of Emergency Medical Services, for the individual’s certification level and
protocols (within scope of practice) as established by the medical director. Please see
section 4765.16 of the Ohio Revised Code and rules 4765-15-04, 4765-16-04, and 4765-
17-03 of the Ohio Administrative Code for scope of practice information.

6. What should you do with medications that have expired?
As defined in rule 4729-33-03 of the Ohio Administrative Code:

Any dangerous drug that reaches its expiration date is considered adulterated and must be
separated from the active stock to prevent possible administration to patients.

Any non-controlled dangerous drug that is outdated may be returned to the supplier where
the drug was obtained or may be disposed of in the proper manner.

Any controlled substance that is outdated may be returned to the supplier where the drug
was obtained.

Destruction of outdated controlled substances may be done with prior written permission
from the Board of Pharmacy office.

Also, see guestion #19.
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7. How should you dispose of partially used controlled substances (a.k.a. waste)?
As defined in rule 4729-33-03()) of the Ohio Administrative Code:

Destruction of partially used controlled substances can be accomplished, with the
appropriate documentation, by two licensed health care personnel, one of which must have
at least an emergency medical technician-intermediate level of training.

An Example of Wasting:

The paramedic who administered the controlled substance has an E.R. nurse, witness the
disposal of the drug waste, and then both document the destruction on a record with

positive identification.

8. What does the term “positive identification” mean?
As defined in rule 4729-5-01(N) of the Ohio Administrative Code:

“Positive identification” means a method of identifying an individual who prescribes,
administers, or dispenses a dangerous drug. Positive identification includes a manual
signature on a hard copy record or report, a biometric method, or a private personal
identifier such as a password with an additional secure means of identification such as, a
bar code reader, a magnetic card reader, a proximity badge reader, a Board of Pharmacy
approved system of randomly generated personal questions, or other effective method

approved by the Board of Pharmacy.

Note: Positive identification must be attached to a run sheet, or other drug record, only by
the specific individual that personally administered the drug. Another person
cannot attach positive identification to drug administrations that they did not

personally administer.

Examples of common positive identification practices:
e Hand written run reports, with the wet-ink signature (i.e., not electronic} of the EMS
personnel that administered a dangerous drug.

o Computerized run reports with a Board of Pharmacy approved electronic positive ID
system. : :

o Computerized run reports that are printed out, and signed in wet-ink by the EMS
personnel who administered dangerous drug.

" 9. What should you do if drugs are discovered to be missing?
As defined in rule 4729-33-03(K) of the Ohio Administrative Code:

Any loss or theft of dangerous drugs must be reported upon discovery, by telephone
(immediately after theft is suspected), to the Board of Pharmacy, local law enforcement
and, if controlled substances are involved, to the Drug Enforcement Administration. A
report must be filed with the Board of Pharmacy of any loss or theft of the vehicle, storage
cabinets, or drug boxes containing dangerous drugs used by the EMS organization within
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30 days of discovery. The DEA requires that losses and thefts of controlied substances
must only be submitted electronically via their DEA 106 Form and only by the registrant.

10. What should you do if drugs appear to be damaged or tampered with?
As defined in rule 4729-33-03(L) of the Ohio Administrative Code: -

Any dangerous drug showing evidence of damage or tampering shall be removed from
stock and replaced immediately.

Note: Tampering with dangerous drugs is a criminal act, and must be reported to the
Board of Pharmacy. If a dangerous drug is suspected of being tampered with, it is to be
secured as evidence and held for the Board of Pharmacy.

11. When an EMS vehicle is removed from any licensed facility for service or maintenance
should all the drug stock be removed?

Yes. Alf dangerous drugs shall be removed from the vehicle and properly secured at the
licensed facility.

12. What are the record retention requirements for drug accountability and security?

As defined in rule 4729-33-04 of the Ohio Administrative Code:

All emergency medical service (EMS) organizations are required to keep complete and
accurate records for at least three years of receipt, use, administration, destruction, and
waste of dangerous drugs. These records must be readily available for inspection by Board
of Pharmacy agents or inspectors as per section 3719.27 of the Ohio Revised Code and

rule 4729-5-29 of the Ohio Administrative Code.

Records from satellites may be stored at the headquarters if a prior written request is sent
to the Board of Pharmacy and approved. A letter requesting storage of records at the
headquarters must be sent to the Board of Pharmacy office by verifiable delivery. The Board
of Pharmacy will notify the organization of the board’s approval or denial of the request

within sixty days.

Records of oxygen transfilling shall include the manufacturer’s lot number of the oxygen
used for transfilling the portable oxygen tanks.

If there is a recall of oxygen by the manufacturer, all portable oxygen tanks that may have
any of that lot number shall be dealt with according to the manufacturer’s
recommendations; but, in all such cases, such portable oxygen tanks must be purged and

then refilled.

A readily retrlevable record of controlied substances shall be kept containing
documentation of administration, use, or waste of the controlled substances. Such records

shall contain at least the followmg mformatlon
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e The name, strength, and quantity of the controlled substance administered, used, or

wasted,;
o The date of administration, use, or waste;
s The name or other means of identifying the patient, such as medical record number

or run number;
¢ The signature and identification number of the individual administering the

controlied substance;
e In the case of waste, the signatures and identification numbers of both individuals
involved in wasting the controlled substance. :

Also, if a computerized record keeping system is being utilized to document any drug
transactions, including but not limited to the receipt, use, administration, destruction, and
wastage, then the system must have “positive identification”, pursuant to paragraph (N) of
rule 4729-5-010f the Administrative Code, of the individual responsible for the drug
transaction and be approved by the Board of Pharmacy.

13. What are the security requirements for the storage of intravenous (1V) solutions?

Intravenous solutions are dangerous drugs (prescription drugs). They must be stored and
secured with a tamper evident seal or locked with keys that are only accessible to

authorized licensed EMS personnel.

14. What are the security requirements for the storage of irrigation solutions?

Irrigation screw-top containers are tamper evident when sealed by the manufacture prior to
the distribution and sale and therefore do not need to be stored within a separate secured
or locked area. Also, the container must be labeled “Irrigation only.” Note, that the
irrigation solution must be destroyed after the seal is broken on the screw-top container.

15. What type of licenses does an EMS organization need to possess dangerous drugs?

Qhio Licensure: .
All EMS physical locations that possess dangerous drugs must obtain a Terminal .
Distributor of Dangerous Drugs license from the Ohio Board of Pharmacy and each satellite
location that possesses dangerous drugs, whether stored in a squad vehicle or on the :
physical premises, must have a satellite Terminal Distributor of Dangerous Drug license.
The license issued will be a limited license that includes a Drug Addendum. The Drug
Addendum will list the specific drugs (along with emergency drug protocols) that an EMS
organization may possess as approved by their medical director and the Board of

Pharmacy.

DEA Registration:
An EMS organization may, or may not, need a DEA registration. It depends on how the EMS

organization wants to obtain and possess controlled substances. An EMS organization
must use only ONE of the methods below to obtain controlled substance stock. An EMS
organization shall NOT use a combination of the two to obtain controlled substances.
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e An EMS organization does NOT require a DEA registration if they obtain their
controlled substances via a 1:1 exchange system with a hospital acting as its
responsible DEA registrant as discussed further in this document.

o An EMS organization will require a DEA registration if they want to purchase, store,
and distribute controlled substances to their squads. Additional DEA registrations
are required at each satellite location if controlled substances are stored as

contingency stock to replenish squad drug supplies. Additional satellite locations
do NOT need a DEA registration if controlled substances are only stored on a squad

vehicle.

16. If our EMS organization does not have a DEA registration, how do we get start up drug
stock, utilizing a “1:1 drug exchange” system?

An EMS organization is required to have an agreement with one specific hospital acting as
its responsible DEA registrant, commonly referred to as “medical control pharmacy.” An
EMS organization must provide their specific responsible DEA registrant with a copy of the
following documents: Ohio Board of Pharmacy Terminal Distributor of Dangerous Drug
License with Drug Addendum, and Board of Pharmacy approved and medical director

authorized and sighed EMS drug protocols.

The specific responsible DEA registrant’s pharmacist will fill your initial drug order, or
release a new drug box and keep copies of the above documents. You should be prepared
to show your employee identification and any other information the hospital deems

necessary for security and accountability.

17. What if the receiving hospital/facility will not do a 1:1 exchange?

If a receiving hospital will not do a 1:1 exchange, the EMS organization is to return to their
specific responsible DEA registrant hospital with a properly completed run sheet to replace

their used drug stock.

18. in a 1:1 exchange system, what if the patient refuses transportation after we have
administered dangerous drugs?

If a patient refuses transport after drugs were used, the EMS organization is to return to
their specific responsible DEA registrant hospital with a properly completed run sheét to
replace thelr used drug stock.

19. In a 1:1 exchange system, what should we do with dangerous drug stocks that are
expired or about to expire?

Soon to be outdated:
Try to use these stocks before they go out of date, or have your specific responsible DEA

registrant hospital replace your short-dated drug stock.

Individual outdates:
Return them to your specific responsible DEA registrant hospital and have them replaced.
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Outdates of items in boxes:
Return to specific responsible DEA registrant hospital and have a new box issued.

Also, see question #6.

20. My EMS organization has a DEA registration, can we still utilize a 1:1 drug exchange
with a medical control pharmacy?

No. An EMS organization that is registered with the DEA Is NOT eligible to use a 1:1
exchange system to drug exchange for controlled substances.

21. While on a call for service, can an EMS unit do a drug transfer or exchange with another
EMS unit (a.k.a. curbside exchange)?

It depends on the circumstance:

No, if the EMS organization is utilizing 1:1 drug exchange with a hospital or if the EMS
units are from different companies or governmental entities. A curbside exchange shall not

occur under any circumstances.,

Yes, if the EMS units are owned and operated by a single entity and the drug stock is under
common EMS ownership. The exchange must be accompanied with proper documentation.

Example: Acme EMS Squad#1 may perform a curbside exchange with Acme EMS Squad#2
with proper documentation.

22. In the event that two EMS units from different agencies both administer drugs to the
same patient, who is required to complete a run sheet?

Both EMS units must complete a run sheet documenting their own administration of drugs
with positive identification.

23. Does the hospital need a completed run sheet at the time of the 1:1 drug exchange?

It is strongly recommended that a completed run sheet be presented at the time of the 1:1
drug exchange. However if this is not possible and the hospital permits it, the EMS can
use an alternate drug report at the time of the exchange as long as the drug use is
documented with positive identification (i.e. drug box accountability form). The EMS must
follow-up by sending a completed run sheet with positive identification to the exchange
hospital at some point and within a reasonable time period (i.e. end of shift). The hospital
must then compare the drug use documented on the alternate drug report form to that on
the completed run sheet. If there are discrepancies, the hospital must investigate and
contact the Board of Pharmacy, and if appropriate the DEA, if it is determined that a theft

or loss exists.
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24. Are we required to have positive identification on the run sheet at the time we complete
a 1:1 drug exchange with the hospital?

No, positive identification must be applied to the run sheets within a reasonable period of
time, Positive identification does not need to be applied to the run sheet immediately
upon administering a medication or to complete a 1:1 exchange. Note, the hospital is
responsible for establishing policies and procedures to ensure the security and
accountability of the drugs and the exchange.

25. What does the term “posting up” mean?
As defined in rules 4729-33-01 and 4729-33-05:

“Posting up” means locating an EMS unit containing dangerous drugs at a location other
than the location licensed by the Board of Pharmacy.

“Posting up” must be a temporary, short-term location of the EMS unit for less than twenty-
four hours where the EMS unit is under constant supervision of the EMS personnel on duty
(l.e. focal school sporting event, coverage of a station pursuant to a written mutual aid

agreement).

26. What does the term “posting up at a special event” mean?
As defined in rufes 4729-33-01 and 4729-33-05 of the Ohio Administrative Code:

“Posting up at a special event” means locating an EMS unit containing dangerous drugs at a
location other than a location licensed by the Board of Pharmacy pursuant to a formal
agreement with the sponsors of the special event. A “special event” means an event
requiring EMS coverage for more than twenty-four hours such as a county fair or weekend
festival. To do this requires written notification to, and approval from, the Board of
Pharmacy. The notification must include the name and location of the event, dates of the
event, and name and telephone number of the contact person of the EMS unit.
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