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Quarterly Medical Device Warning Letters
Update: April — June 2026

ALERT | SEPTEMBER 8, 2026

This client alert summarizes trends and otherwise notable allegations in publicly available FDA warning
letters relating to medical devices. This alert summarizes trends in the warning letters issued in the second
quarter of 2026 (April through June).!

As of September 8, 2026, FDA posted twelve warning letters that were issued in the second quarter of
2026 alleging violations of the Food, Drug, and Cosmetic Act (FDCA) related to medical devices.? Key
trends and notable allegations in warning letters this quarter include:

1. Most Commonly Cited Violations: Lack of clearance or approval was the most commonly alleged
violation, appearing in eleven of the twelve warning letters. Specifically, six letters involved modifications
that FDA alleged required a new 510(k), five involved marketing devices for new intended uses without
the required clearance or approval, and five involved devices FDA alleged were marketed without any
clearance or approval.

Five letters allege QSR violations, with design control (21 CFR 820.30) violations and corrective and
preventive action (CAPA) violations (21 CFR 820.100) each cited in five letters. Complaint files (21 CFR
820.198) were cited in four letters.

As we noted last quarter, FDA continues to issue warning letters based on inspections conducted under
the QSR while acknowledging that the Quality Management System Regulation (QMSR) is now in
effect. In these letters, FDA cites QSR-based observations but expects companies to address those
observations through QMSR-corrective actions. As discussed further below, however, FDA has now
begun issuing letters citing alleged violations of the QMSR.

2. First QMSR Warning Letter: The Linemaster Switch Corporation warning letter is the first published
warning letter to allege violations of the QMSR. FDA alleged that Linemaster’s foot-pedal accessories
are adulterated because the company failed to comply with QMSR requirements concerning rework, risk
management, corrective action, work environment, and monitoring and measurement equipment. The
letter reflects an increased focus on risk management, and FDA alleged the company’s risk
management procedure “does not define how risk management activities are performed and
documented, who is responsible for conducting and approving risk management activities, when risk
management documentation must be updated, and how post-market feedback data (including
complaints, adverse events, and recalls) is incorporated into risk management.” As additional QMSR-
based warning letters are issued, this alert will track alleged violations and identify trends, much as it did
previously with QSR-based warning letters.

3. One Inspection, Two Warning Letters: FDA issued separate warning letters to BMC Medical Co.,
Ltd. (BMC) and 3B Medical, Inc. dba React Health, Inc. (React), which occupy different manufacturing

' This alert summarizes some of the allegations contained in FDA’s letters. It does not contain any analyses, opinions,
characterizations, or conclusions by Covington & Burling LLP. The information presented herein does not necessarily reflect
the views of Covington & Burling LLP or any of its clients.

2 These warning letters include only those that were publicly posted by FDA as of the date listed, including: CMS #724245
(Apr. 15, 2026), CMS #716831 (Apr. 22, 2026), CMS #711320 (Apr. 30, 2026), CMS #723950 (May 19, 2026), CMS
#725108 (May 20, 2026), CMS #725759 (May 20, 2026), CMS #725870 (May 22, 2026), CMS #730215 (May 27, 2026),
CMS #725861 (June 3, 2026), CMS #728184 (June 4, 2026), CMS #727803 (June 12, 2026), and CMS #718306 (June 15,
2026). Late posted letters will be addressed in a future client alert.



https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/linemaster-switch-corporation-730215-05272026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bmc-medical-co-ltd-725759-05202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bmc-medical-co-ltd-725759-05202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/3b-medical-inc-dba-reach-health-inc-725108-05202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/unetixs-vascular-inc-724245-04152026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/unetixs-vascular-inc-724245-04152026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/estar-technologies-ltd-716831-04222026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zoll-medical-corporation-711320-04302026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/skytron-llc-723950-05192026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/3b-medical-inc-dba-reach-health-inc-725108-05202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/3b-medical-inc-dba-reach-health-inc-725108-05202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bmc-medical-co-ltd-725759-05202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ziip-inc-725870-05222026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/linemaster-switch-corporation-730215-05272026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/blephex-llc-725861-06032026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aseptikits-llc-728184-06042026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nihon-kohden-digital-health-solutions-llc-727803-06122026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/happiest-baby-inc-718306-06152026
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roles (specification developer and importer, respectively) in the supply chain for the same Auto-
Adjusting Positive Airway Pressure (APAP) devices. While it is not uncommon for FDA to issue warning
letters to multiple entities involved in the manufacture and distribution of the same device, in this case,
both warning letters were predicated on an inspection of only a single manufacturer, React, and it does
not appear that FDA conducted a separate inspection of BMC. Instead, the warning letter to BMC relies
on information obtained during FDA'’s inspection of React to allege that BMC significantly modified the
devices without obtaining new 510(k) clearances. The warning letters illustrate that FDA may rely on
information obtained during the inspection of one manufacturer to support enforcement actions against
another manufacturer involved with the same device.

The allegations in the warning letters sent this quarter can be grouped into the following categories:

Allegations in Warning Letters

45

LCA = Lack of Clearance or Approval

OBMI = Office of Bioresearch Monitoring Inspectorate
DMAD = Distributors' Distribution of Misbranded or
Adulterated Devices
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QSR Allegations in Warning Letters
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If you have any questions concerning the material discussed in this client alert, please contact the

members of our Medical Devices and Diagnostics practice.

Pamela Forrest +1 617 603 8809
Amy Leiser +1 415 591 7069
Natalie Maas +1 415 591 6022
Jessica Zuo +1 202 662 5538

( EXPLORE MORE INSIGHTS )

© 2026 Covington & Burling LLP. All Rights Reserved.

pforrest@cov.com
aleiser@cov.com
nmaas@cov.com
jzuo@cov.com

Covington & Burling LLP operates as a limited liability partnership worldwide, with the practice in England and Wales conducted by an affiliated
limited liability multinational partnership, Covington & Burling LLP, which is formed under the laws of the State of Delaware in the United States
and authorized and regulated by the Solicitors Regulation Authority with registration number 77071. The practice in Johannesburg is conducted
by an affiliated limited company Covington & Burling (Pty) Ltd. The practice in Dublin Ireland is through a general affiliated Irish partnership,
Covington & Burling and authorized and regulated by the Law Society of Ireland with registration number F9013.

Do Not Sell or Share My Personal Information

Attorney Advertising


https://www.cov.com/en/professionals/f/pamela-forrest
mailto:pforrest@cov.com
https://www.cov.com/en/professionals/l/amy-leiser
mailto:aleiser@cov.com
https://www.cov.com/en/professionals/m/natalie-maas
mailto:nmaas@cov.com
https://www.cov.com/en/professionals/z/jessica-zuo
mailto:jzuo@cov.com
https://www.cov.com/en/news-and-insights

	Quarterly Medical Device Warning Letters Update: April – June 2026

