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Dear I

FOI 23/561 — Request for data on death and serious injury from misuse of oxygen supplies

Thank you for your Freedom of Information request dated 21st July 2023 where you asked for data on
deaths or serious incidents due to failures of oxygen concentrators, misuse of cylinders or faulty
cylinders, as well as information on published reports, studies, or statistical analyses available on this
subject.

It may be helpful for us to explain that while oxygen is regulated as a medicine, oxygen concentrators
and regulators used with oxygen cylinders are regulated as medical devices and therefore are subject
to different regulations including incident reporting requirements. This also impacts how and where the
MHRA publishes data on adverse events for oxygen regulators.

We have searched our databases holding incident reports for medical devices. The MHRA have
received 99 serious or fatal adverse incident reports between 2006 and 2022 in relation to oxygen
concentrators and regulators for gas cylinders. Of those 99 incident reports, X concern misuse of the
device stated as a user error in the investigation findings. Please note however that this information is
only available from 2006 onwards in our database and is not always provided by the reporter of the
incident, and therefore may not be complete. This data includes reports received from manufacturers,
healthcare professionals and members of the public. The inclusion of a report on the MHRA adverse
incident database does not necessarily mean that the events described were caused by the device.

Please see table 1 below which provides details on the number of reports received per year.

Table 1: Number of serious or fatal adverse incident reports received for oxygen concentrators
and regulators for gas cylinders.

Year received | Number of incidents* Number of incidents
related to misuse

2003 1 -

2004 4 -

2005 3 -

2006 5 1

2007 2 0
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*the total number of incidents including those relating to misuse.

You may note the increased reporting in 2021 compared to other years which may be related to
increased use of oxygen during the pandemic.

Please also note the following considerations in relation to the data provided:

There may be some duplication of reports across medical devices data and what is held for
medicines via the published information linked below.

this information is accurate at the time we conduct the search on our database, changes in the
number of adverse events can occur following receipt of additional information.

reports do not necessarily represent an individual patient and incident. Individuals may report an
incident at any time after the event and people can make multiple reports at any time after the use
of device and on the same issue. Where possible, multiple reports for the same event are linked.
However, as reporters are not required to complete all fields, we cannot always be sure enough to
link every duplicate when interpreting the data, it is important to note that the number of reports
received should not be used as a basis for determining the incidence of a health/clinical effect as
neither the total number of effects occurring, nor the number of patients using the device is known.
the inclusion of a report on the MHRA adverse incident database does not necessarily mean that
the events described were caused by the device.

adverse incident reports by members of the public are voluntary but play a substantial part in the
successful operation of the vigilance system. All reports received via Yellow Card are sent to the
relevant manufacturer (if known and anonymised as appropriate) to feed into the vigilance system.
in addition, the use of our Yellow Card scheme by healthcare professionals and members of the
public are voluntary and therefore do not provide absolute adverse event figures.

As you may be aware there has been a national investigation into the safety of oxygen cylinders by
Health Services Safety Investigations Body (HSSIB). The final report can be found in the following link:
Design and safe use of portable oxygen systems — HSIB

You can also find information in the Patient Safety Alerts published by NHS England in the following

links:

e NHS England » Risk of death and severe harm from failure to obtain and continue flow from
oxygen cylinders

e NHS England » National Patient Safety Alert — Use of oxygen cylinders where patients do not
have access to medical gas pipeline systems

You can find details of incidents related to medicines, including oxygen, in the interactive Drug Analysis
Profiles (iDAPs) which are available on our website. These list all the reports that have been submitted


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fscanmail.trustwave.com%2F%3Fc%3D8248%26d%3D8NHa44WZjWhgB65ux2AgXdBV4h8p-cHBZNymp8QjYg%26u%3Dhttps%253a%252f%252feur01.safelinks.protection.outlook.com%252f%253furl%253dhttps%25253A%25252F%25252Fyellowcard.mhra.gov.uk%25252Fthe-yellow-card-scheme%25252F%2526data%253d05%25257C01%25257CMHRACustomerServices%252540mhra.gov.uk%25257C34064078290242c5de1c08daab8fd8e5%25257Ce527ea5c62584cd2a27f8bd237ec4c26%25257C0%25257C0%25257C638010931549719089%25257CUnknown%25257CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%25253D%25257C3000%25257C%25257C%25257C%2526sdata%253dY4y05JV2esJC7VlfOxJ2WbdfDTmxCIA6CJpT6XBUtE4%25253D%2526reserved%253d0&data=05%7C01%7CLisa.Agyemang%40mhra.gov.uk%7Cfa2a8a673b444b0e9a6008db4caaedcf%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638188070550921376%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Xjh46p0tLpVr2CfLGWAg4KdgkQfbcfYMOc%2B6Y9HSkpA%3D&reserved=0
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https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.england.nhs.uk%2F2018%2F01%2Ffailure-to-obtain-and-continue-flow-from-oxygen-cylinders%2F&data=05%7C01%7CSharon.Jethwa%40mhra.gov.uk%7C22cdcdf408064c46668a08dba2478fb6%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638282200593374441%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=NTmDBIjdsl4%2FIuz3y2bH520uQfwRj9KzCGTymFE6QXk%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.england.nhs.uk%2Fpublication%2Fnational-patient-safety-alert-use-of-oxygen-cylinders-where-patients-do-not-have-access-to-medical-gas-pipeline-systems%2F&data=05%7C01%7CSharon.Jethwa%40mhra.gov.uk%7C22cdcdf408064c46668a08dba2478fb6%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638282200593374441%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=4WofGkscHaYa3fVjaRT9VGhXOJ%2Blb5%2BlwQoTTv2HzII%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.england.nhs.uk%2Fpublication%2Fnational-patient-safety-alert-use-of-oxygen-cylinders-where-patients-do-not-have-access-to-medical-gas-pipeline-systems%2F&data=05%7C01%7CSharon.Jethwa%40mhra.gov.uk%7C22cdcdf408064c46668a08dba2478fb6%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638282200593374441%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=4WofGkscHaYa3fVjaRT9VGhXOJ%2Blb5%2BlwQoTTv2HzII%3D&reserved=0
https://info.mhra.gov.uk/drug-analysis-profiles/dap.html?drug=./UK_EXTERNAL/NONCOMBINED/UK_NON_000033819073.zip&agency=MHRA

to the Yellow Card scheme in association with medicines: What is being reported | Making medicines
and medical devices safer (mhra.gov.uk). As with all medicines, vaccines and medical devices, MHRA
continues to monitor their safety and performance and encourages reporting of any adverse incidents
through its Yellow Card scheme on https://yellowcard.mhra.gov.uk/ Any emerging evidence relating to
possible risks associated with these devices will be carefully reviewed and, if appropriate, regulatory
action will be taken if any serious risks are confirmed.

We hope the information provided is helpful, but if you are dissatisfied with the handling of your request,
you have the right to ask for an internal review. Internal review requests should be submitted within
two months of the date of this response; and can be addressed to this email address.

Yours sincerely,

FOI Team
Safety and Surveillance
Medicines and Healthcare products Regulatory Agency

The MHRA information supplied in response to your request is subject to Crown copyright. The FOIA only entitles you to
access to MHRA information.

For information on the reproduction or re-use of MHRA information, please visit
https://www.gov.uk/government/publications/reproduce-or-re-use-mhra-information/reproduce-or-re-use-mhra-information

If you have a query about this email, please contact us. If you are unhappy with our decision, you may ask for it to be reviewed.
That review will be undertaken by a senior member of the Agency who has not previously been involved in your request. If
you wish to pursue that option please write to the Communications Directorate, 4-T, Medicines and Healthcare products
Regulatory Agency, (via this email address). After that, if you remain dissatisfied, you may ask the Information Commissioner
at:

The Information Commissioner’s Office
Wycliffe House

Water Lane

Wilmslow

Cheshire

SK9 5AF

Copyright notice

The information supplied in response to your request is the copyright of MHRA and/or a third party or parties and has been
supplied for your personal use only. You may not sell, resell or otherwise use any information provided without prior agreement
from the copyright holder.
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