H|S l OR ' ASTM F3186-1/: Voluntary safety specifications

and guidelines were revised for Adult Portable Bed
Rails and related products. August 1, 201/
(Sunflower Connection January 2016)

The Food and Drug Administration issued "Guidance
for Industry and FDA Staff "Hospital Bed System
Dimensional and Assessment Guidance to Reduce

Entrapment” in draft form on August 30th, 2004, CPSC studies conducted in 2018-2019 and again
and finalized on March 10th, 2006. Originally in 2021 revealed significant lack of compliance to
released as guidance to the industry due to the the wvoluntary guidance for manufacturing,
administrations 20 years of research on entrapment labeling, and safety including numerous recalls.

by hospital beds and associated devices.

e Characterized the parts of the body most at risk The U.S. Consumer Product Safety Commission

e |dentifies the entrapment areas of the devices (CPSC) July 6th, 2023 took action to protect older
e recommends dimensional criteria for these

devices
e Published for guidance to manufacturers for

adults and other wvulnerable consumers from
unreasonable risks of injury and death associated
with entrapment by adult portable bed rails

designir.wg new beds and d.evices | | (APBRs). CPSC has identified 284 entrapment
e To provide adequate labeling and instructions for deaths involving adult portable bed rails between
use January 2003 and December 2021.

e o ensure when the device is used as labeled,
they are safe.



