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Drug Kits

Part and parcel of Part and parcel of 
the practice of EMS

Vi t ll  Virtually 
synonymous with 

ALS  i  th  fi ldALS care in the field
Still confusing and 

controversial …



Drug Kits

Come under the responsibility of the 
Virginia Board of Pharmacy (BOP)Virginia Board of Pharmacy (BOP)

The BOP regulates purchasing, distribution, 
storage, prescribing, dispensing andstorage, prescribing, dispensing and 
administration of medications in the 
Commonwealth

http://www.dhp.virginia.gov/Pharmacy/default.htm



Drug Kits
The drug laws of Virginia 

 il bl  th h th  are available though the 
BOP on-line:

http://www.dhp.virginia.gov/Pharmacy/phhttp://www.dhp.virginia.gov/Pharmacy/ph
armacy_laws_regs.htm



Drug Kits

SchedulesSchedules
Prescription medications have been divided into 

h d lschedules
The Controlled Substances Act (CSA) was enacted 
as part of the Comprehensive Drug Abuse andas part of the Comprehensive Drug Abuse and 
Prevention Control Act of 1970
Created 5 schedules of prescription drugs
Drugs are generally added to schedules by the DEA 
and the FDA



Drug Kits
Schedule I

High potential for abuse, no accepted medical use in the U.S.g p p
Schedule II

High potential for abuse, accepted for medical use in the U.S., 
abuse may lead to severe psychic or physical dependence

Schedule III
Potential for abuse is less than above, accepted medical use, 
abuse may lead to moderate or low physical dependence or high 

hi d dpsychic dependence
Schedule IV

Low potential for abuse relative to III, accepted medical use, limited 
h i l h l i l d dphysical or psychological dependence

Schedule V
Low potential for abuse relative to IV, accepted medical use, limited 
h i l h l i l d d l ti t IVphysical or psychological dependence relative to IV



Drug Kits
The Commonwealth further defines 

Schedule VI:



Drug Kits

The DEA therefore defines Schedules I-VThe DEA therefore defines Schedules I V
Any medication not specified is then considered 
“unscheduled” by the DEA (Federal Government)y ( )

Virginia further specifies Schedule VI, Virginia further specifies Schedule VI, 
which includes all medications that the 
DEA considers “unscheduled”DEA considers unscheduled

These medications and supplies are thus 
considered “controlled” in Virginiag



Drug Kits

Examples of commonly used drugs in Examples of commonly used drugs in 
EMS and their schedules:

Schedule II
Injectable narcotics such as morphine, fentanyl

Schedule III
Ketamine

S h d l IVSchedule IV
Injectable benzodiazepines



Drug Kits
The majority of the medications used in EMS 
practice are therefore “unscheduled” by the practice are therefore unscheduled by the 
DEA
They are almost always Schedule VI under They are almost always Schedule VI under 
Virginia BOP regulations

Examples include IV fluids and supplies, albuterol, 
nitroglycerine D50 anti-arrhythmic drugsnitroglycerine, D50, anti-arrhythmic drugs, 
vasopressors, etc.

One exception is epinephrine, which may by 
ll  d b  id  tifi d  personally possessed by providers certified as 

an EMT or above, by a specific Virginia law



Drug Kits

Participation by pharmacies in an EMS drug kit p y p g
program is governed by Virginia BOP regulations

Th  h    d  kit f   The pharmacy may prepare a drug kit for a 
licensed emergency medical services agency 
provided: 
1.The PIC of the hospital pharmacy shall be 
responsible for all prescription drugs contained in 
this drug kit  A pharmacist shall check each drug this drug kit. A pharmacist shall check each drug 
kit after filling the kit, and initial the filling 
record certifying the accuracy and integrity of the 
contents of the kitcontents of the kit.



Drug Kits

2  The drug kit is sealed in such a 2. The drug kit is sealed in such a 
manner that it will deter theft or loss 
f d  d d  d  f hof drugs and aid in detection of such.



Drug Kits

3. Drugs may be administered by an emergency medical technician 
upon an oral order or written standing order of an authorized medical upon an oral order or written standing order of an authorized medical 
practitioner in accordance with § 54.1-3408 of the Code of Virginia. 
Oral orders shall be reduced to writing by the technician and shall be 
signed by a medical practitioner. Written standing orders shall be 
signed by the operational medical director for the emergency medical signed by the operational medical director for the emergency medical 
services agency. The emergency medical technician shall make a 
record of all drugs administered to a patient. This administration 
record shall be signed by the medical practitioner who assumes 
responsibility for the patient at the hospital  If the patient is not responsibility for the patient at the hospital. If the patient is not 
transported to the hospital or if the attending medical practitioner at 
the hospital refuses to sign the record, a copy of this record shall be 
signed and placed in delivery to the hospital pharmacy who was 
responsible for that kit exchange by the agency's operational medical responsible for that kit exchange by the agency s operational medical 
director within seven days of the administration.



Drug Kits 

4. When the drug kit has been opened, 
the kit shall be returned to the 
pharmacy and exchanged for an 
unopened kit. The record of the drugs 
administered shall accompany the 
opened kit when exchanged. An 
accurate record shall be maintained by 
the pharmacy on the exchange of the 
drug kit for a period of one year.



Drug Kits
5. The record of the drugs administered 
shall be maintained as a part of the shall be maintained as a part of the 
pharmacy records pursuant to state and 
federal regulations for a period of not less g p
than two years. 
6. Intravenous solutions provided by a 
h it l h  t    hospital pharmacy to an emergency 
medical services agency may be stored 
separately outside the drug kit  separately outside the drug kit. 

http://lis.virginia.gov/cgi-bin/legp604.exe?000+reg+18VAC110-20-500



Drug Kits 

One-for–one exchangesg
When the agency exchanges or obtains a 
replacement for a prescription drug in the ED 

ith t i th h th hwithout going through the pharmacy
The drug kit is resealed by the provider/agency
Allowed for schedule VI drugs onlyAllowed for schedule VI drugs only

Federal (DEA) law/regulation does not allow exchange of 
Schedule  II-V drugs

Requires a CSRC because the agency is consideredRequires a CSRC because the agency is considered 
to be “in possession” of the drugs when they re-seal 
the drug kit without the pharmacy’s involvement



Drug Kits

Virginia BOP regulations allow for the Virginia BOP regulations allow for the 
storage of IV solutions and associated 

l  h   b  d supplies, such as IV tubing and 
catheters, outside of the sealed drug 
kit

These supplies must still be secured while on ese supp es us s be secu ed e o
EMS units, and stored securely when not in 
use/on units



Drug Kits

Controlled Substances Registration g
Certificate (CSRC)

Application is available through the VirginiaApplication is available through the Virginia 
Board of Pharmacy

http://www.dhp.virginia.gov/Pharmacy/pharmacy_forms.htm
##csr

CSRC’s are location and agency specific
They require an inspection by the BOP prior to beingThey require an inspection by the BOP prior to being 
issued
The BOP may re-inspect the agency at any time



Drug Kits



Drug Kits



Drug Kits

DEA numbers
A DEA number is required of all practitioners 
who will prescribe, purchase, store and/or sell 
controlled drugs

From the DEA perspective, “controlled” is anything 
on Schedules I Von Schedules I-V 
From the Virginia BOP perspective, “controlled” is 
anything on Schedules I-VIy g

http://www.deadiversion.usdoj.gov/faq/general.htm#rx-2
http://www.deadiversion.usdoj.gov/drugreg/faq.htm



Drug Kits

EMS Medical Directors should seriously y
consider having separate DEA numbers 
if they have agencies that are if they have agencies that are 
purchasing and storing medications 
that are on the DEA schedulethat are on the DEA schedule

If they are only purchasing/storing medications 
and supplies that are unscheduled by the DEAand supplies that are unscheduled by the DEA 
(Virginia schedule VI) then separate DEA 
numbers are probably not as much of an issuep y



Drug Kits

If the provider has a single DEA If the provider has a single DEA 
number that is used for clinical 

  ll  S  d practice as well as EMS activities, and 
there is as issue that results in action 
related to that number, such as 
suspension, it could then affect all suspension, it could then affect all 
aspects of the medical directors 
practice(s)practice(s).



Drug Kits
Theft or loss of drugs

Vi i i BOP i tVirginia BOP requirements
http://www.dhp.virginia.gov/Pharmacy/pharmacy_forms.htm#D
EA
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Theft or loss of drugs

Virginia BOP requirementsg q
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Theft or loss of drugs
DEA requirements

http://www.deadiversion.usdoj.gov/21cfr_reports/theft/index.htm
ll
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Theft or loss of drugsTheft or loss of drugs
DEA requirements

htt // d di i d j / bf /dtlL i jhttps://www.deadiversion.usdoj.gov/webforms/dtlLogin.jsp



Drug Kits
Purchase of Schedule II medications 
requires additional record keepingrequires additional record keeping

Form 222 must be completed by the distributor and 
the recipient of the medications, and a copy sent to 
the DEA

Records must be kept documenting the ordering and 
receipt of Schedule II drugs including package size, 

b f it d t th/ t tinumber of units, and strength/concentration
Information:

http://www.deadiversion.usdoj.gov/faq/dea222.htm
Forms:

https://www.deadiversion.usdoj.gov/webforms/orderForm
sRequest.jsp



Drug Kits
Electronic signatures



Drug Kits

Electronic Electronic 
signatures

htt // d di ihttp://www.deadiversion.us
doj.gov/ecomm/e_rx/index.
html
http://www.deadiversion.us
doj.gov/fed_regs/rules/2010
/fr0331 pdf/fr0331.pdf



Drug Kits

At this point in time:At this point in time:
Electronic signatures can be used when the 
soft are platform sed meets Federallsoftware platform used meets Federally 
specified levels of security to guarantee the 
legitimacy of the signaturelegitimacy of the signature
The Pharmacist in Charge (PIC) of a particular 
pharmacy has the ability to choose whether orpharmacy has the ability to choose whether or 
not to accept electronic signatures



Check List for Drug Storage
Make sure that your responsibilities for drug 
purchasing and storage are reflected in your p g g y
agency contract

Make sure that the agency insurer also specifically 
acknowledges that medications will be purchased and stored g p
by the agency

Ensure that there is a secure, environmentally 
controlled area for storagecontrolled area for storage

Access and entry should be controlled
Preferably, individual access should be identified – electronic 
access versus a single combination for everyoneg y

Ensure that the agency has an identified position 
responsible for the purchasing/storage/security 
of prescription drugsof prescription drugs



Check List for Drug Storage
Ensure that the wholesaler/supplier that the 
agency will use is licensed to sell prescription g y p p
drugs in Virginia
The purchasing of drugs for the agency will 
require a DEA numberrequire a DEA number

It is strongly encouraged that the OMD acquire a separate 
DEA number for each EMS agency that is 
purchasing/storing/distributing drugs on the DEA schedulepurchasing/storing/distributing drugs on the DEA schedule, 
and not use their primary practice DEA number

Ensure that the agency has CSRC permits for the 
storage locationsstorage locations

These permits are location specific 
Multiple storage sites would require separate permits


