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  Class 2 Device Recall Pearle Vision 1 day
22

Date Initiated by Firm August 12, 2026

Date Posted September 18, 2026

Recall Status1 Open3, Classified

Recall Number Z-3248-2026

Recall Event ID 9976623

510(K)Number K13033124 

Product Classification Lens, contact, (disposable)25 - Product Code MVN26

Product Brand Name: Pearle Vision 1 day
Product Name: (somofilcon A) Contact Lens
Model/Catalog Number: Pearle Vision 1 day

Code Information Pearle Vision 1 day;

Carton Lot # 11727620152030;
Blister Lot # CB132348;

FEI Number 3005724763

Recalling Firm/
Manufacturer CooperVision, Inc.

180 Thruway Park Dr

West Henrietta
NY
14586-9798

For Additional
Information Contact

Annette Nelson
585-756-9300

Manufacturer Reason
for Recall

A small number of lenses within the affected lot are of the incorrect power.

FDA Determined
Cause 2

Process control

Action On August 24, 2026 URGENT MEDICAL DEVICE CORRECTION letters were sent
to customers.
Actions to be taken:
1. Please stop any further distribution of products from the designated lot number.
2. Dispose of the affected product in your inventory or that is returned to you.
3. Within the next five (5) business days, please complete the response form
provided and return it. If you have no lenses from these specified lots, please put 0
in Quantity and return the form.
4. We recommend authorized distributors contact your accounts, and Eye Care
Practitioners contact your patients who have received the affected product, with the
enclosed Customer Communication Letter .
5. Please instruct any patients to return any affected product to their Eye Care
Practitioner or purchase location for replacement or credit.

Quantity in Commerce 3060
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Distribution US Nationwide distribution in the states of MN, OH, WI.

Total Product Life Cycle TPLC Device Report27

1 A record in this database is created when a firm initiates a correction or removal action. The record is updated if
the FDA identifies a violation and classifies the action as a recall, and it is updated for a final time when the recall
is terminated. Learn more about medical device recalls28.
2 Per FDA policy, recall cause determinations are subject to modification up to the point of termination of the
recall.
3 The manufacturer has initiated the recall and not all products have been corrected or removed. This record will
be updated as the status changes.

510(K) Database 510(K)s with Product Code = MVN29

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php

3. https://www.fda.gov/

4. https://www.fda.gov/Medical-Devices

5. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-
databases

6. /scripts/cdrh/devicesatfda/index.cfm

7. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm

8. /scripts/cdrh/cfdocs/cfpmn/denovo.cfm

9. /scripts/cdrh/cfdocs/cfRL/rl.cfm

10. /scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm

11. /scripts/cdrh/cfdocs/cfRES/res.cfm

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

14. /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.cfm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

19. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

20. /scripts/cdrh/cfdocs/cfClia/Search.cfm

21. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

22. https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/enforcement-reports

23. /scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&event_id=99766

24. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=K130331

25. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=MVN

26. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=MVN

27. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=MVN

28. https://www.fda.gov/medical-devices/medical-device-recalls/what-medical-device-recall

29. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm?
start_search=1&productcode=MVN&knumber=&applicant=Sauflon%20Pharmaceuticals%2C%20Ltd%2E

Page Last Updated: 09/28/2026
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Español | 繁體中文 | Tiếng Việt | 한국어 | Tagalog | Русский | العربية | Kreyòl Ayisyen | Français | Polski |
Português | Italiano | Deutsch | 日本語 | فارسی | English

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privacy

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

29.09.2026, 12:12 Class 2 Device Recall Pearle Vision 1 day

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=222436 2/3

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=MVN
https://www.fda.gov/medical-devices/medical-device-recalls/what-medical-device-recall
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?start_search=1&productcode=MVN&knumber=&applicant=Sauflon%20Pharmaceuticals%2C%20Ltd%2E
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
hhttps://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/website-policies
http://www.fda.gov/
http://www.fda.gov/


Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

      
For Government For Press
Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency Preparedness
International Programs News & Events Training and Continuing Education Inspections/Compliance State & Local Officials
Consumers Industry Health Professionals FDA Archive Vulnerability Disclosure Policy

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php

3. https://www.fda.gov/

4. https://www.fda.gov/Medical-Devices

5. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-
databases

6. /scripts/cdrh/devicesatfda/index.cfm

7. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm

8. /scripts/cdrh/cfdocs/cfpmn/denovo.cfm

9. /scripts/cdrh/cfdocs/cfRL/rl.cfm

10. /scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm

11. /scripts/cdrh/cfdocs/cfRES/res.cfm

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

14. /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.cfm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

19. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

20. /scripts/cdrh/cfdocs/cfClia/Search.cfm

21. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

22. https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/enforcement-reports

23. /scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&event_id=99766

24. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=K130331

25. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=MVN

26. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=MVN

27. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=MVN

28. https://www.fda.gov/medical-devices/medical-device-recalls/what-medical-device-recall

29. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm?
start_search=1&productcode=MVN&knumber=&applicant=Sauflon%20Pharmaceuticals%2C%20Ltd%2E

29.09.2026, 12:12 Class 2 Device Recall Pearle Vision 1 day

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=222436 3/3

https://www.fda.gov/about-fda/contact-fda
http://www.usa.gov/
http://www.usa.gov/
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#Facebook
https://www.fda.gov/news-events/interactive-media#Facebook
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.youtube.com/user/USFoodandDrugAdmin
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/news-events
https://www.fda.gov/combination-products
https://www.fda.gov/advisory-committees
https://www.fda.gov/Science-Research
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Safety
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/international-programs
https://www.fda.gov/news-events
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/consumers
https://www.fda.gov/industry
https://www.fda.gov/health-professionals
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.hhs.gov/vulnerability-disclosure-policy/index.html
http://www.hhs.gov/
http://www.hhs.gov/

