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Class 1 Device Recall
Hudson RCI Sheridan
LTS:

Date Initiated by Firm July 30, 2019

Create Date September 09, 2019

Recall Status1 Open3, Classified

Recall Number Z-2311-2019

Recall Event ID 8346123

510(K)Number
K82208224   

Product Classification Tube, tracheal (w/wo connector):25 - Product Code BTR26

Product Hudson RCI Sheridan LTS:
a) 4.0 mm, REF 5-11108
b) 5.0 mm, REF 5-11110
c) 6.0 mm, REF 5-11112

Product Usage:
Tracheal tube/airway management

Code Information a) REF 5-11108 Batch numbers: 73L1600010 73A1700644 73C1700236 73D1700438 73E1700473 73F1700385 73K1700066 73L1700501 73B1800123 73
numbers: 73K1600368 73K1600727 73A1700645 73B1700410 73C1700237 73D1700624 73E1700474 73F1700386 73H1700040 73H1700482 73H17005
11112 Batch
numbers: 73K1600369 73L1600011 73A1700646 73C1700238 73D1700625 73E1700475 73F1700387 73H1700041 73H1700483 73J1700292 73L170050

Recalling Firm/
Manufacturer

Teleflex Medical
3015 Carrington Mill Blvd
Morrisville NC 27560-5437

Manufacturer Reason
for Recall

Reported complaints indicate an increased incidence of specific lots of the 15 mm Sheridan connector becoming disconnected from the endotracheal tube (

FDA Determined
Cause 2

Process control

Action Teleflex sent an Urgent Medical Device Recall Notification letter dated July 30, 2019 to affected customers. The letter explains the problem and requests the
products. For questions, contact your local sales representative or Customer Service at 1-866-396-2111.

Quantity in Commerce 7963 units

Distribution US Nationwide Distribution

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 
 
 

2 Per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall. 
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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 = BTR and Original Applicant = SHERIDAN CATHETER CORP.29

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. http://www.fda.gov/MedicalDevices/default.htm

5. http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm

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. http://www.fda.gov/safety/recalls/enforcementreports/default.htm

23. /scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&event_id=83461

24. /scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K822082

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

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

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

28. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm329946.htm

29. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm?start_search=1&productcode=BTR&knumber=&applicant=SHERIDAN%20CATHETER%20CORP%2E

Page Last Updated: 09/16/2019
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 | العربیة | 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

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

Links on this page:

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?start_search=1&productcode=BTR&knumber=&applicant=SHERIDAN%20CATHETER%20CORP%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/
https://www.fda.gov/about-fda/contact-fda
http://www.usa.gov/
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/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#Facebook
http://www.youtube.com/user/USFoodandDrugAdmin
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
http://www.hhs.gov/


9/18/2019 Class 1 Device Recall Hudson RCI Sheridan LTS:

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=175293 3/3

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. http://www.fda.gov/MedicalDevices/default.htm

5. http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm

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. http://www.fda.gov/safety/recalls/enforcementreports/default.htm

23. /scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&event_id=83461

24. /scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K822082

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

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

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

28. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm329946.htm

29. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm?start_search=1&productcode=BTR&knumber=&applicant=SHERIDAN%20CATHETER%20CORP%2E


