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Medical Devices and Diagnostics 

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 third quarter of 2025 (July through September).1  

As of November 18, 2025, FDA posted sixteen warning letters that were issued in the third 
quarter of 2025 alleging violations of the Food, Drug, and Cosmetic Act (FDCA) related to 
medical devices.2 One letter issued in the second quarter was posted, as well. Key trends and 
notable allegations in warning letters this quarter include: 

1. Most Commonly Cited Violations: Twelve of the seventeen letters allege violations of 
the quality system regulations (QSR), continuing the trend of alleged QSR violations as 
the most commonly cited violations. The most commonly alleged QSR violations related 
to corrective and preventive action (CAPA) (21 CFR 820.100), which were cited in ten 
letters. Complaint files (21 CFR 820.198) violations were cited in eight letters. 
Additionally, alleged violations of requirements for design controls (21 CFR 820.30) and 
purchasing controls (21 CFR 820.50) were cited in seven letters each, and alleged 
violations of requirements for nonconforming products (21 CFR 820.90) were cited in 
five letters. 

2. Ongoing Data Quality Issues: As mentioned in prior alerts (here and here), FDA has 
continued to scrutinize third-party non-clinical testing laboratories in China based on 
alleged violations of Good Laboratory Practice (GLP) requirements. This quarter, two 
additional warning letters were posted alleging these violations. As seen in warning 

 

 

1 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 #704332 (June 25, 2025), CMS #668840 (July 7, 2025),  CMS #705188 (July 11, 2025), 

CMS #709755 (July 14, 2025), CMS #717287 (July 18, 2025), CMS #712573 (July 21, 2025), CMS 

#698026 (July 22, 2025), CMS #709263 (July 30, 2025), CMS #708491 (July 30, 2025), CMS #713502 

(Aug. 11, 2025), CMS #709827 (Aug. 19, 2025), CMS #707021 (Aug. 21, 2025), CMS #712818 (Aug. 25, 

2025), CMS #709948 (Sept. 9, 2025), CMS #713455 (Sept. 18, 2025), CMS #712545 (Sept. 23, 2025), 

and CMS #712715 (Sept. 26, 2025). Late posted letters will be addressed in a future client alert. 

https://www.cov.com/en/news-and-insights/insights/2024/10/quarterly-medical-device-warning-letters-update-july-september-2024
https://www.cov.com/en/news-and-insights/insights/2025/08/quarterly-medical-device-warning-letters-update-april-june-2025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ccic-huatongwei-international-inspection-co-ltd-704332-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/o3uv-llc-668840-07072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jiangsu-kerbio-medical-technology-group-co-705188-07112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/whoop-inc-709755-07142025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/levo-ag-717287-07182025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/onkos-surgical-inc-712573-07212025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/spectra-therapy-llc-698026-07222025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/spectra-therapy-llc-698026-07222025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/les-encres-llc-709263-07302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/uscom-kft-708491-07302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lemaitre-vascular-inc-713502-08112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/miach-orthopaedics-709827-08192025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/seniorlife-technologies-inc-707021-08212025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/richline-group-inc-712818-08252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/royal-philips-709948-09092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lifevac-llc-713455-09182025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/insung-medical-co-ltd-712545-09232025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/technological-medical-advancements-llc-712715-09262025
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letters issued last year with such violations, FDA also requested both companies provide 
a list of all non-clinical laboratory studies of FDA-regulated devices for the last five years, 
including information such as the study name, test article, and current status of the 
study. 

3. General Wellness Device Categorization: In a warning letter issued to WHOOP, Inc., 
FDA alleged the company’s Blood Pressure Insights (BPI) software feature on its 
wearable product constitutes a device. FDA disagreed with WHOOP’s assertion that the 
software is intended for general wellness and not for diagnosis of any disease or 
condition such that it is excluded from the definition of a device under section 
520(o)(1)(B) of the FDCA. FDA asserted that measurement or estimation of blood 
pressure is “inherently associated with the diagnosis of hypo- and hypertension.” FDA 
also asserted that BPI is not a low-risk general wellness product under FDA’s guidance 
because “[p]roviding blood pressure estimation is not a low-risk function.” The warning 
letter was issued only days after FDA cleared the first wearable blood pressure 
monitoring device, and shortly after issuing the warning letter, FDA issued a safety alert 
warning users not to use unauthorized blood pressure monitoring devices.  

4. Measuring Exercise Equipment: In a warning letter issued to SeniorLife Technologies, 
Inc., FDA alleges its SeniorLife.AI mobile application is marketed to screen and “pre-
diagnose” mobility and cognitive health conditions, including Alzheimer’s, which is 
beyond the scope of the 510(k)-exemption for measuring exercise equipment under 21 
CFR 890.5360. This follows a warning letter to Exer Labs, Inc. in February of this year, 
in which FDA similarly alleged Exer’s device—listed under the same 510(k)-exemption—
was marketed to screen, diagnose, and treat musculoskeletal and neurological 
disorders. 

5. Infrared Lamps: In warning letters to Spectra Therapy, LLC and Technological Medical 
Advancements LLC, FDA alleged the companies marketed their infrared lamps beyond 
the scope of their clearances, as well as the 510(k)-exemption at 21 CFR 890.550. In 
both letters, FDA alleges the companies marketed the devices for the treatment of 
complex pathologies that exceeded the 510(k)-exemption for uses such as temporary 
relief of muscle spasms and minor arthritis pain. This follows a warning letter to 
Mectronic Medicale S.R.L. at the end of last quarter, in which FDA similarly alleged 
Mectronic’s device—listed under the same 510(k)-exemption—was marketed to treat 
certain complex pathologies. 

 
 

 

 

 

 

 

 

 

 

 

https://www.accessdata.fda.gov/cdrh_docs/pdf25/K250415.pdf
https://www.fda.gov/medical-devices/safety-communications/do-not-use-unauthorized-devices-measuring-blood-pressure-fda-safety-communication
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/exer-labs-inc-699218-02102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mectronic-medicale-srl-707997-06272025
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The allegations in the warning letters sent this quarter can be grouped into the following 
categories: 
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OBMI = Office of Bioresearch 
Monitoring Inspectorate 
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If you have any questions concerning the material discussed in this client alert, please contact the 
following members of our Medical Devices and Diagnostics practice: 

Pamela Forrest +1 617 603 8809 pforrest@cov.com 
Amy Leiser +1 415 591 7069 aleiser@cov.com 
Natalie Maas +1 415 591 6022 nmaas@cov.com 

 

 

This information is not intended as legal advice. Readers should seek specific legal advice before acting 
with regard to the subjects mentioned herein. © 2025 Covington & Burling LLP. All rights reserved. 

Covington & Burling LLP, an international law firm, provides corporate, litigation and regulatory expertise 
to enable clients to achieve their goals. This communication is intended to bring relevant developments to 
our clients and other interested colleagues. Please send an email to unsubscribe@cov.com if you do not 
wish to receive future emails or electronic alerts.  

https://www.cov.com/en/professionals/f/pamela-forrest
mailto:%20pforrest@cov.com
https://www.cov.com/en/professionals/l/amy-leiser
mailto:%20aleiser@cov.com
https://www.cov.com/en/professionals/m/natalie-maas
mailto:%20nmaas@cov.com
mailto:unsubscribe@cov.com

