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ﬂé El FDAD rj Ij-'j- ’r l‘ Recent Medical Device Recalls EUR - REHEE

https://www.fda.gov/medical-devices/medical-device-safety Medical device recalls that may potentially present significant risks to
consumers or users of the product.

Device Name Date
oss .. et Deos sitey Allergan Recalls Natrelle Biocell Textured Breast Implants Due to Risk of BIA-ALCL Cancer 09/12/19
Medical Device safety Edwards Lifesciences, LLC, Recalls SAPIEN 3 Ultra Delivery System Due to Burst Balloons During Surgery, Which May ~ 08/22/19

Result in Vascular Injury, Bleeding, or Surgical Intervention

Sthscrve o Emel Updates b n Unkedin | 88 Emall | & Print Medline Industries, Inc., Recalls Centurion Medical Products’ Primary Warmer Pack and Primary Set Pack Containing ~ 08/21/19
Becton Dickinson Afaris Pump Model 8100 Infusion Sets Due to Potential for Tube Collanse that Mav Cause

The FDA monitors reports of adverse events and other problems with medical devices and

Wedical Duice Sally alerts health professionals and the public when needed to ensure proper use of devices and

Content current as of:

. N . . . 1072972019
e the health and safety of patients. The lists below contain our most recent information.
Cimmaiicidinn Other safety communications can be found using the links on the left side of this page. For Regulated Product(s) q\ B ‘é’ *E ﬂ:I:l %
additional information, contact us at: 1-800-638-2041 or DICE@fda.hhs.gov. Medical Devices =S
MedicalDevie Recalls MAUDE - Manufacturer and User Facility Device an
) 5 P Experience
Letters to Health Care Recent Medical Device Safety Communications © FDAHome © Medical Devices © Databases
Providers
The FDA's analyses and recommendations for patients and health care The MAUDE Dedcal mandaton reporers Otheg Rgigbases
Medical Device Bans i il i i i importers and device user D¢ as health care * DeNovo
providers about ongoing medical device safety issues. professionals, patiens and consumers « CDRH Export Certicate Vaidation
o Leam More Disclaimer (CECY)
Medical Device FDA Safety Communication Date = CDRH FOIA Electronic Reading
Ro
Reporting (MOR): How URGENT/11 Cybersec Widely-Used Third-Party Soft 10/01/19 * CFRTle21
o Report Medical During Use of Certan Medical Devices: FDA Safety Communication Search Database B o ® pomoaaries * CUA
bk ol oy * Device Classifcation
zr;“ an:mra{mn g Trans Safety: FOA Safety 08/20/19 Product Problem [ ] o e e o
Reporting Alegations Product Class [ = + Medeun Repors
ey The FOA Requests Alergan Voluntarly Recll Nalle BIOCEL Textured esst mplants and flom 07724719 v e ‘ S ] s el
Model Number [ | I | © Radialion-Emiting Products
. Elecironic
Brand Name [ 7 Pomdcoe Producis Coreciive Actons.
I L « Recalk
ate Report Recelve * Registration & Listing
by 0310112019 to [09/3012019 S
FD# # Total Product Life Cycle
* X-Ray Assembler

Gotosimple Search  [10_ /] Records per Report Page ~ Clear Form

| M AT R 14 Each year, he FD , serious d malfunctions. The
A% MHRA Y & 5 BfArM : R
- '’ - database houses MDRs submitted to the FDA by mandatory reporters | (manufacturers, importers and device user faciliies) and voluntary reporters such as health care

professionals, patients and consumers.
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