rvenn. H.R. 2022: The LATTS Act of 2017

DIRECTORS

sssocuon - The Labeling and Transporting Tissues Safety Act

Due to a lack of uniform regulation and standards of tissue banks across the country, the public is susceptible to
public health hazards presented by the transportation of possibly contaminated human tissue specimen.
Representatives Paul Gosar and Trent Franks introduced H.R. 5318: The LATTS Act of 2014, to enact public health safety
measures with respect to the labeling and transportation of human tissue specimen in interstate commerce.

H.R. 2022: The LATTS Act of 2017 expands on that bill and contains the following provisions:

Clearly Defines the difference between a “Donor” and an “Agent”:
e Unless the context indicates otherwise, the term “agent” means the person who is expressly authorized to make
an anatomical donation on the donor’s behalf under State law.
e The term “donor’” means a person whose body or whose human tissue specimen is the subject of an anatomical
donation.
e The term “human tissue specimen” means legally donated anatomical segments, cells, or body fluids (including
a complete body) that are recovered for medical research or education.

Licensing of Tissue Banks: No person or business may ship human tissue specimen in interstate commerce unless they
have been issued a non-transplant tissue bank license by the Secretary of Health and Human Services.

Licensing Requirements: To issue a license to a tissue bank, the Secretary must find that the tissue bank meets the
following requirements:

e Human tissue specimen received and handled by the tissue bank must be lawfully and knowingly donated, properly
screened for communicable disease, properly labeled, stored and transported, and used in accordance with the
donor’s authorization form.

e The facilities of the tissue bank where human tissue specimens are recovered, processed, stored and shipped must
meet the tissue bank licensing standards to be set by the Secretary.

¢ The tissue bank must have complete records for every donation showing:

» The donor’s knowing consent.

= That the ultimate disposition of the specimen was in accordance with the donor’s instructions.
= The use and disposition of the specimen.

» The identity and address of each entity that has had or will take possession of the specimen.

e The tissue bank must consent to inspections of its facilities by the Secretary.

Shipment Requirements: For a package containing human tissue specimen to be shipped in interstate commerce, the
package must be:
¢ Labeled with the name of the human tissue specimen, the name, address and license number of the tissue bank, the
tissue type, cause of death, serological test results and any known infectious disease agents.
e Labeled with a statement “not for transplantation” and a statement recommending the use of personal protective
equipment and universal precautions for handling the specimen.
e Wrapped and sealed to prevent leakage.

Secretary’s Authority: The LATTS Act authorizes the Secretary to undertake the following actions:
¢ Set and enforce standards to issue, suspend and revoke tissue bank licenses.
e Grant exemptions from licensing.
¢ Inspect tissue bank facilities or delegate that inspection authority to a nationally recognized accrediting body.
¢ Issue recalls of human tissue specimen if there is an imminent or substantial hazard to the public health presented by
the human tissue specimen.

Prohibitions and Penalties: The LATTS Act prohibits the sale of human tissue specimen for any type of valuable
consideration, but does not include the reasonable payments associated with the removal, transportation, processing,
preservation, quality control, storage, and lawful disposition of human tissue specimen. Penalties for violating the Act
include imprisonment for up to one year and fines of not more than $10,000. Failure to comply with a recall is punishable by
up to $10,000 per day.

For questions about the LATTS Act or to sign on as a cosponsor, contact Trevor Pearson in Rep. Gosar’s office at
trevor.pearson@mail.house.gov (225-2315).
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