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EMS Drug Kit Transition Plan Update October 31, 2024

Virginia’s hospitals and health systems and health system pharmacists have historically provided various forms of
community support to emergency medical service (EMS) agencies to ensure that they have access to a supply of
medications needed to treat patients in a prehospital environment. As was previously communicated on April 16,
2024, there are multiple recent and pending regulatory changes underway by the Food and Drug Administration
(FDA) and Drug Enforcement Agency (DEA) that will require discontinuation of these practices. To ensure a safe
transition to the new regulatory environment, the Virginia Society of Health-System Pharmacists (VSHP) and
Virginia Hospital & Healthcare Association (VHHA) have been participating in the Virginia Regional EMS
Medication Kit Transition Workgroup.

At the time the April 16, 2024 statement was released, the consensus of the Workgroup was that the pending DEA
and FDA regulations would require the discontinuation of hospital and health system provided pre-filled drug kit
exchanges and single drug replenishment as of November 27, 2024.

Due to multiple reported delays in obtaining Controlled Substances Registration, DEA License Registration, and
required budget approvals or acquisition of funds through sources such as the Rescue Squad Assistance Fund, EMS
agencies and Regional EMS Councils have highlighted concerns for the ability to meet the current November 27,
2024, timeline for EMS medication kit ownership transition.

In response to these concerns, VSHP, in collaboration with VHHA, is recommending an extension for the transition
timeline to no later than April 15, 2025, with the following considerations:

Transition Date:

1. If the DEA publishes the final rule for Protecting Patient Access to Emergency Medications Act
(PPAEMA) with an enforcement date prior to April 15, 2025, the transition date will be the earlier of the
two dates.

2. For agencies that are ready to transition, it is encouraged that they work with their Regional EMS Council
and local hospitals to transition earlier than April 15, 2025. This may allow agencies to have a “soft”
launch to ensure that all processes work as designed prior to the full transition.

3. For agencies that are challenged with meeting the April 15, 2025 transition date, work with Regional EMS
Council leadership to address any obstacles and determine solutions.

Readiness Updates and Ongoing Actions to Take:

1. Progress Reports: EMS Agencies and Regional EMS Councils provide a monthly update on status for each
agency CSR, DEA, and transition readiness to hospital leadership for hospitals to understand progress
toward transition readiness and implementation.

2. CSR is Established: EMS Agencies should continue to work towards readiness. For those that have
received their CSR and are awaiting DEA, it is recommended to move forward with establishing Group
Purchasing Organization (GPO) and Wholesaler accounts to the extent possible to reduce the overall
timeline for implementation.
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3. DEA License Registration is Established: While the DEA Controlled Substances Ordering System (CSOS)
is the preferred method of ordering CII medications, it is not required for transition. Agencies should
request DEA222 forms when obtaining their DEA License Registration as a bridge.

This extension is made possible by (1) FDA issuance of an exemption from the enhanced drug distribution security
requirements of the Drug Supply Chain Security Act (DSCSA) for eligible trading partners to November 27, 2025'
(2) assurances from DEA officials that the PPAEMA final rule would not likely be promulgated until 2025. At the
same time, this extension acknowledges that there are many regions that are already moving forward with full
transition by the previous November 27, 2024, deadline and is not intended to disrupt those efforts.

Virginia’s hospitals and health systems and health systems pharmacists continue to recognize that this change is
requiring some EMS agencies to develop new systems and supply chains and incur new costs as part of their
operations. As we have stated previously, we are committed as your community partners to provide assistance at a
local or regional level that may be available to ease the transition to a compliant model for all EMS agencies across
the state.

Contact Information: Virginia Society of Health-System Pharmacists vshppres@vshp.org
Virginia Hospital & Healthcare Association https://vhha.com/contact/

i U.S. Food & Drug Administration, Waivers and Exemptions Beyond the Stabilization Period, October 9, 2024, available online at:
https://www.fda.gov/drugs/drug-supply-chain-security-act-dscsa/waivers-and-exemptions-beyond-stabilization-period.
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