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FOREWORD

In the United States, Hyperbaric Oxygen Therapy (HBOT) is considered to be a medical treatment
and requires a physician's prescription. Furthermore, Hyperbaric Chambers intended to be used to
administer HBOT treatments require Federal Drug and Food Administration's (FDA) approval.
Similar regulatory submissions such as the Global Harmonization Task Force (GHTF) document
"Summary Technical Documentation for Demonstrating Conformity to the Essential Principles of
Safety and Performance of Medical Devices (STED)" are required in other countries.

This publication provides guidance for completing such regulatory submissions as well as principles
of safety and performance of Pressure Vessels for Human Occupancy intended for use as iaedical
devices. The FDA's regulatory submission package encourages compliance to the ASME PV.'0O-1
Standard, and therefore compliance with the PVHO-1 Standard requirements pertaining > the
manufacture of Hyperbaric Chambers are recommended in this Guide.

The work contained in this publication was started in 2007 by the PVHO Subcommittec. on Medical
Hyperbaric Systems. The technical review was conducted by the ASME Pressure Vessel for Human
Occupancy (PVHO) Committee over a period of three years. The PVHU“‘ommittee which
conducted the technical review consists of twenty three members and tvo (-leg:tes representing
several industry sectors which include manufacturers, users, insurancz-coi ranies, regulatory and
governmental agencies, as well as five countries: the USA, Canada, En,.lanc. Germany and Australia.

Established in 1880, the American Society of Mechanical Engincers (ASME) is a professional not-
for-profit organization with more than 127,000 members prom¢: ug che art, science and practice of
mechanical and multidisciplinary engineering and allied (sciences. ASME develops codes and
standards that enhance public safety, and provides ifelezg learning and technical exchange
opportunities benefiting the engineering and technology cotumunity. Visit www.asme.org for more
information.

The ASME Standards Technology, LLC (ASME ST-LLC) is a not-for-profit Limited Liability
Company, with ASME as the sole member, formed in 2004 to carry out work related to newly
commercialized technology. The ASME.S7'-.! C mission includes meeting the needs of industry and
government by providing new standards veie 2d products and services, which advance the application
of emerging and newly commerciai’~ed science and technology and providing the research and
technology development needec tc establish and maintain the technical relevance of codes and
standards. Visit www.stllc.asize.¢ *g for more information.
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ABSTRACT

This document is intended to provide guidance with development, review and approval of regulatory
submissions involving hyperbaric chambers. While there are specific standards and regulatory
requirements for the design, production and regulatory approval of medical devices and pressure
equipment, there has not been regulatory guidance for the evaluation of pressure vessels intended for
use as medical devices. This document provides assistance for completing regulatory submissions
such as the Global Harmonization Task Force (GHTF) document “Summary Technical
Documentation for Demonstrating Conformity to the Essential Principles of Safety and Performance
of Medical Devices (STED)” and the United States Food and Drug Administration’s (FI2A)
Premarket Notification process (510k).

Vi
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1 SCOPE

This document applies to hyperbaric chambers intended for use as medical devices for the clinical
treatment of various diseases and conditions. This document may also find application in related
areas such as for hyperbaric chambers intended for medical research.
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