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Drug Supply Chain Security Act (DSCSA) FAQ 3:

Dispenser Support of First Responders

Q:

Is the provision of medications to ambulance services and other first responders
exempt from the transaction information, transaction history, and transaction
statement requirements for dispensers?

Yes. The provision of medications to ambulance services and other first responders
staffed by licensed Emergency Medical Technicians (EMT) and paramedics is exempt
from the transaction information, transaction history, and transaction statement
requirements for dispensers under the DSCSA. The DSCSA defines a “transaction” to
mean “the transfer of product between persons in which a change of ownership
occurs.” Among the exemptions in this definition is “the distribution of a product for
emergency medical reasons.”?

Based on this interpretation, providing medications to EMTs, paramedics, or other
first responders would be within the scope of an emergency medical reason.

Is the provision of medications to first responders who are law enforcement personnel
exempt from the transaction information, transaction history, and transaction
statement requirements for dispensers? Many hospitals and dispensers are required
to provide naloxone to law enforcement personnel as part of new local, regional, and
state protocols.

This issue is less clear and ASHP will work with the FDA for clarification. Typically, law
enforcement and other first responders work under protocols that are approved at
the state level with the supervision of a medical director. Law enforcement’s role and
scope of practice should be verified at the state level.

With respect to Title Il of the Drug Quality and Security Act, providing naloxone to law
enforcement personnel would be within the purview of an emergency medical reason
and therefore exempt from the definition of a transaction. As a result, dispensers
would not be required to provide transaction information, transaction history, and
transaction statements.
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NOTE: As of June 30, 2015, the Food and Drug Administration has provided enforcement discretion for
certain aspects of the DSCSA until November 1, 2015. Dispensers should continue to implement steps to
mitigate risk and identify illegitimate products in order to meet the requirements. ASHP recognizes that
certain aspects of the DSCSA require clarification and will continue to work toward obtaining FDA
guidance on these matters.

References:

1. Drug Quality and Security Act. Title Il: Section 581(24)(A)(B).
2. U.S. Food and Drug Administration. DSCSA Updates and Readiness Check: Requirements for Dispensers and
other Trading Partners.

Disclaimer: The information contained in this guide is provided for informational purposes. It is not to be
considered as medical, legal or other professional advice. The information contained in this guide is provided
solely on an “as is” basis, without any representations or warranties, express or implied. No recipients or readers
of this guide should act or refrain from acting on the basis of any content included in this guide. The content of this
guide contains general information only, and may not reflect the most current standards, legal developments,
regulations or laws.

ASHP makes no representation or warranty with respect to this guide and the information contained herein, and
expressly disclaims any and all liability with respect to it, including, but not limited to, a) the accuracy and/or
completeness of the information contained in this guide; and b) the consequences of actions taken or not taken
based on any or all the contents of the guide. The contents of the guide address topics of interest to our
membership and other audiences, and are offered solely on a blind basis, without any knowledge as to specific
circumstances. The application and impact of relevant laws and regulations will vary from jurisdiction to
jurisdiction. The content of this guide should not be relied upon or used as a substitute for consultation with legal
and other professional advisers.
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