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Public Health

California Department of

Food and Drug Branch — Device Recalls

C D P H State of California—Health and Human Services Agency

California Department of Public Health

California Device Recall Information Sheet

Smiths Medical ASD Inc. Recalls Pediatric Tracheostomy Tube TTS Flextend Straight Neck

Recall Date

Product Description

Recalling Firm

Recall Reason

9/4/2024

Pediatric Tracheostromy Tube
2.5mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS25

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.

9/4/2024

Pediatric Tracheostromy Tube
3.0mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS30

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.

9/4/2024

Pediatric Tracheostromy Tube
3.5mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS35

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.



https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx

9/4/2024

Pediatric Tracheostromy Tube
4.0mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS40

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.

9/4/2024

Pediatric Tracheostromy Tube
4.5mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS45

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.

9/4/2024

Pediatric Tracheostromy Tube
5.0mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS50

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.

9/4/2024

Pediatric Tracheostromy Tube
5.5mm Tts Flextend Straight
Neck
Product Code/List Number/ltem
Code: 67PFSS55

SMITHS MEDICAL
ASD INC.
Minneapolis, Mn

Smiths Medical has
identified that the se-
curement flange of
specific lots of the
Bivona Neonatal/Pe-
diatric and Adult Tr-
acheostomy produ-
cts may tear because
of a manufacturing
defect.




Recall

Class

Product Identification

Distribution

Affected Dates

Pediatric Tracheostromy Tube

2.5mm Tts Flextend Straight
Neck

UDI-DI: 10351688518668

Nationwide

August 2024 and
prior

Pediatric Tracheostromy Tube

3.0mm Tts Flextend Straight
Neck

UDI-DI: 10351688518675

Nationwide

August 2024 and prior|

Pediatric Tracheostromy Tube

3.5mm Tts Flextend Straight
Neck

UDI-DI: 10351688518682

Nationwide

August 2024 and prior|

Pediatric Tracheostromy Tube

4.0mm Tts Flextend Straight
Neck

UDI-DI: 10351688518699

Nationwide

August 2024 and prior|

Pediatric Tracheostromy Tube

4.5mm Tts Flextend Straight
Neck

UDI-DI: 10351688518705

Nationwide

August 2024 and prior|

Pediatric Tracheostromy Tube

5.0mm Tts Flextend Straight
Neck

UDI-DI: 10351688518712

Nationwide

August 2024 and prior|

Pediatric Tracheostromy Tube

5.5mm Tts Flextend Straight
Neck

UDI-DI: 10351688518729

Nationwide

August 2024 and prior|

For additional information, please visit the FDA website.

CDPH Food and Drug Branch

MS 7602 ® P.O. Box 997435 ® Sacramento, CA 95899-7435

(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm
http://www.cdph.ca.gov/
www.cdph.ca.gov

