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Background

On February 13,2023, U.S. Customs and Border Protection (CBP)issued CSMSmessage
#55083113 entitled “Guidance: Clearance of Biological Materials by U.S. Customs and Border
Protection-Procedures and Requirements.” CBP noted that the purpose of the message was
to help the trade community appropriately import shipments of biological materials to the
u.s.

Theterm “biological materials” in CBP’s guidance refers to any microorganism (including but
notlimited to bacteria, viruses, fungi, helminths, protozoa); materials derived from aliving
source (including but notlimitedto cell lines [human oranimal, natural or cultured]); genomic
materials; clinical materials (tissues/organs; body fluids), biological toxins, or allergens; or any
naturally occurring, bioengineered or synthesized component of any such
microorganism/materials as mentioned above. Biological materials may or may not be
infectious (e.g., prions, recombinant DNA).

Procedures and Requirements Communicated by CBP
CBP stated that the below requirements apply to the importation of biological materials:

¢ Biological materials must be shipped with a description that accurately describes the
shipment’s contents.

¢ All biological materials imported into the United States must be documented, labeled,
packaged, placarded, and declared in accordance with relevant international, federal,
and state regulations.

e Importshipments must haveall required documents (e.g.,import permits, letters of no
jurisdiction, health certificates, or official statements, and/oraccurateinvoices) upon
arrival.
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Biological materials may be regulated by multiple Partner Government Agencies (PGA). To
ensuretimely and accurate customs clearance, there are a few details that are important to
include on the shipment documents:

e Anaccuratedescription of the biological materials. For example: “non-infectious
human blood specimen” or “non-infectious mouse DNAspecimen.”

e Astatementregardingtheintended use of the specimen. Forexample: "Non-
infectious Human Blood for Testing in a Clinical Laboratory," or "Non-infectious Mouse
DNA Specimen for Basic Scientific Research."

Centers for Disease Control and Prevention(CDC) Requirements for Biological Specimens

The CDCis oneofthe PGAsthatregulates the importation of infectious biological materials
that could cause disease in humansin order to prevent theirintroduction andspreadinto the
u.s.

In the case of diagnostic specimens (with the exception of bat or nonhuman primate species),
the CDCnotesthatanimport permitis notrequired if the specimen is not known or suspected
to contain an infectious biological agent. However, such shipments must be accompanied by a
certification statement on official letterhead from the sender or recipient with the following
information:

¢ Adetailed description of the material.
e Statements affirming:
o Thematerial is notknown or suspected to contain an infectious biological
agent, and
o Oneofthe following:
= How theperson knows that the material does not contain an infectious
biological agent, or
=  Whythereis noreason to suspect that the material containsan
infectious biological agent, or
» Adetailed description of how the material was rendered noninfectious.

Animal and Plant Health InspectionService (APHIS) Requirements for Biological Specimens

APHIS Veterinary Services (VS) is a PGA that regulates the importation of animals and animal-
derived materials to ensure that exotic animaland poultry diseases are notintroducedinto
the United States. Generally, an APHIS VS permit may berequiredif products are obtained
from laboratory mammals that have been inoculated with or exposed to any exotic livestock
or poultry disease agents or originate from facilities where work with exotic disease agents
affectinglivestock oravian species is conducted.

For animal products or animal-derived materials where an APHIS VS permitis not required,
APHIS provides specific languagein its Guidelines that should be present on shipment
documents. For moreinformation, thereis a link to APHIS’ website in the References section
below.
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U.S. Food and Drug Administration(FDA) Requirements for Biological Specimens

TheFDAis a PGAthatregulates a widerange of productsincluding food, pharmaceuticals,
cosmetics, biologics,and medical devices. As noted by the FDA’s Center for Biologics
Evaluation and Research (CBER), if the biological specimens beingimported to the U.S. are
intended for use only for testing in a clinical laboratory or for basic scientific research and are
notintended for the prevention, treatment, diagnosis, or cure of diseases, injuries, or
conditionsin human beings, the specimens are not considered to be regulated by the FDA.

Q&A
Q 1-How do | know if my U.S.import shipment of biological materials requires a CDC permit?

A 1-Importers can utilizethe CDCImport Permit Program (IPP) e-Tool linkedin the
References section below. Additionally, the CDC has a Frequently Asked Questions pageonits
website that coversthe CDCIPP, certification statements, and related documentation
requirementsandis linked in the References section below.

Q 2-How do | know if my U.S. import shipment of biological materials requires an APHIS
Veterinary Services permit?

A 2 - APHIS offersits Veterinary Services Permitting Assistant (linked in the References
section below) to provide guidance on importrequirements of regulated commodities.

Q 3-Wherecan | find moreinformation about FDA’s CBER requirements for biological
samples?

A 3-Please visit the FDAwebpagefoundin the References section below.

Q4 - Whatif a shipment of biological materials does not have all the required import
documentation?

A 4 - Importations that fail to comply with U.S.import requirements may be denied entry.
Q 5-Are there any additional considerations when shipping biological materials?

A 5-Yes, depending on the biological materials being shipped, additional Dangerous Goods
(DG) requirements may apply, such as labeling or packaging. Please visit the FedEx Express
DG landing page linked in the References section below for more information.

References

CSMS #55083113- Guidance: Clearance of Biological Materials by U.S. Customs and Border
Protection-Procedures and Requirements
https://content.govdelivery.com/bulletins/gd/USDHSCBP-
3488069?wgt_ref=USDHSCBP_WIDGET 2

CDC Import Permit Program FAQ
https://www.cdc.gov/cpr/ipp/fag.htm
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https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcontent.govdelivery.com%2Fbulletins%2Fgd%2FUSDHSCBP-3488069%3Fwgt_ref%3DUSDHSCBP_WIDGET_2&data=05%7C01%7Celjeu%40fedex.com%7C7ec72a34c1a8401173b608db1b5af78a%7Cb945c813dce641f884575a12c2fe15bf%7C0%7C0%7C638133849742779595%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=yt%2FahZWVch1bKQ8srsTQ1NKaaKjzy4u4e63vh2wyUCg%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcontent.govdelivery.com%2Fbulletins%2Fgd%2FUSDHSCBP-3488069%3Fwgt_ref%3DUSDHSCBP_WIDGET_2&data=05%7C01%7Celjeu%40fedex.com%7C7ec72a34c1a8401173b608db1b5af78a%7Cb945c813dce641f884575a12c2fe15bf%7C0%7C0%7C638133849742779595%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=yt%2FahZWVch1bKQ8srsTQ1NKaaKjzy4u4e63vh2wyUCg%3D&reserved=0
https://www.cdc.gov/cpr/ipp/faq.htm

CDC Import Permit Program e-Tool
https://www.cdc.gov/cpr/ipp/etool.htm

APHIS Veterinary Services Permitting Assistant
https://efile.aphis.usda.gov/s/vs-permitting-assistant

APHIS Guidelines for Animal Products That Do Not Require An Import Permit
https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-
import-information/import-live-animals/no-import-permit-req

FDA’s CBER Webpage
https://www.fda.gov/vaccines-blood-biologics/exporting-cber-requlated-
products/importing-cber-requlated-products-clinical-laboratories-and-basic-scientific-
research

FedEx Express Dangerous Goods Landing Page
https://www.fedex.com/en-us/service-quide/dangerous-goods.html

Keep upwith thelatest alerts, trade-related rules, updates andlearning opportunities. Sign up
to receive Regulatory News emails from FedEx.

https://page.message.fedex.com/regnews_signup/
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