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https://www.fda.gov/medical-devices/medical-device—safety

Medical Device Safety

st in Unkeoin | % emal | & pint

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

Medical Device Safety Content current as of:

allrts health professionals and the public when needed to ensure proper use of devicesand et
$

the health and safety of patients. The lsts below contain our most recent information.
Other safety communications can be found using the links on the left side of this page. For
additional information, contact us at: 1-800-638-2041 or DICE@fda hhs.gov.

safety

Communications Regulated Product(s)

Medical Devices

Medical Device Recalls

Letters to Health Care
Providers

Recent Medical Device Safety Communications

The FDA's analyses and recommendations for patients and health care

Medical Device Bans providers about ongoing medical device safety issues.

Medical Device FDA Safety Communication De
Reporting (MDR): How R
to Report Medical
Device Problems

re Component May Introduce Risks 10/01719

During Use of

TheF
Communi

vative Designs to Enh 0820119

on
Reporting Allegations
of Regulatory

“The FDA Requests A BIOCELL Textured Breast implants

0772419

2!

AF1) AL E: MHRA, KAy & E :BfArM

[BERUNEE

[EUR - BHEHEE

Medical device recalls that may potentially present significant risks to
consumers or users of the product.

Recent Medical Device Recalls

Device Name Date
Allergan Recalls Natrelle Biocell Textured Breast Implants Due to Risk of BI 09/12/19
Edwards Lifesciences, LLC, Recalls SAPIEN 3 Ultra Delivery System Due to Burst Balloans During Surgery, Which May ~ 08/22/19
Result in Vascular Injury, Bleeding, or Surgical Intervention

Medline Industries, Inc., Recalls Centurion Medical Products’ Primary Warmer Pack and Primary ck Containing  08/21/19

Becton Dickinson Alaris Pumo Model 8100 infusion Sets Due to Potential for Tube Collanse that Mav Cause

MAUDE - Manufacturer and User Facility Device &
Experience
o FDAHome

The MAUDE database houses medical devic reports submitted to the FDA by mandatory reporters | Othes Rpgbases

acities) porters s S et

professionals, patients and consumers. + CORH Export Certicate Validation

Leam b Disclai (CECY)

-2arn More il * CDRH FOIA Electronic Reading

R
CFRTile 21

L
« Device Classification

Search Database # eip ® Downioad Fiees

Product Proo ]
wdi Probiem [ ]  Fumaniaran Devies Exempton
Product Class % + Medsun Repot

[ J " Fremarket pprovls (PAS)
Event Type [ <] Manutacturer ] « Post-Approval Studies

. tudies
] « Radiation-Emitting Producls
. ctronic

Model Number

T Fopotriumoer |

Brand Name Product Code Frobacs Gonscavs ko
I L] « Reals
Date « Registration & Listing
by [oo12019 | to (09302019 Stngar
FDI + Total Product Lfe Cycle
* X-Ray Assembler
fo Simple Search  [10_] Records per Report Page  Ciear Form | Search %

S e e Sl VAR O T i 9ps AP G et e sssocited teolls otous s snd it T
FDA uses MDRs to monior device performance, detect “The MAUDE
Gl ke N sl e PR ity ot | (oot i vt o s i) 4 ok treL S o ks s
professionals, patients and consumers.
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