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an mstrument, apparatus, implement, machine, contrivance, implant, i vitro
reagent, or other similar or related article, including any component, part, or
accessory, which 1s —

(1)recognized in the official National Formulary, or the United States

Pharmacopeia, or any supplement to them,

(2) mntended for use in the diagnosis of disease or other conditions, or

in the cure, mitigation, treatment, or prevention of disease, 1 man or

other animals, or

(3) intended to affect the structure or any function of the body of man

or other animals. and
which does not achieve its primary itended purposes through chemical action
within or on the body of man or other animals and which 1s not dependent upon
being metabolized for the achievement of 1ts primary mtended purposes.
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Medical Device
Recalls

2020 Medica
Device Recalls

2019 Medica
Device Recalls

2018 Medica
Device Recalls

E= An official website of the United States government Here's how you know

oY U.S. FOOD & DRUG

ADMINISTRATION

Medical Device Recalls | FDA * mma  MPR : Mational Public Radio : Ne: X | =+
&« (& @ fda.gov/medical-devices/medical-device-safety/medical-device-recalls
S Gmai @ Tak's Home Page E: Course 8 Exam Sch.. @ma MNPR E ESPM: The Worldwi... Wunderground ) PageUp

+— Home / Medical Devices / Medical Device Safety / Medical Device Recalls

Medical Device Recalls

Subscribe to Email Updates ¥ Share in Linkedin = Email = Print

The FDA posts summaries of information about the most serious medical
device recalls. These products are on the list because there is a reasonable
chance that they could cause serious health problems or death.

Use the yearly lists to find information about Class I medical device recalls and
some Class IT and III recalls of interest to patients. The links give details about
what to do if yvou own or use one of these products. If you wish to find
information on a recall, or a correction or removal action that has not yet been
classified, vou can search the Medical Device Recalls Database.

Please note that the FDA lists medical device recall notices by the date that it
nnats the rorall rathor than the recgll initHatinm date ¥nn can find the Aate that

= O >

« @

Cther bookmarks

aes

O x

Medical Device Recalls | FD. X T Medical Device Recalls ¥ B Medical Device Recalls b4 | a MPR : Mational Public Radic X | +
& 8 accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm W :
& Gmail @ Tak's Home Page E_'..‘n Course & Exam 5ch.. @mm NPR E ESPN: The Worldwi... Wunderground ) Pagelp Other bookmarks

5. Department of Health & Human Services

Follow FDA | En Espaniol

2Ty U.S. FOOD & DRUG [ BT

ADMINISTRATION

c
of Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products
09
Medical Device Recalls B O
© FDAHome © Medical Devices @ Databases
This database contains Medical Device Recalls classified since November 2002. Since January 2017, it may Ot_r'leg%?ﬁﬁzsbases
also include correction or removal actions initiated by a firm prior to review by the FDA. The status is updated e Do Novo
if the FDA identifies a violation and classifies the action as a recall and again when the recall is terminated. » Medical Device Reports
FDA recall classification may occur after the firm recalling the medical device product conducts and {MAUDE)

communicates with its customers about the recall. Therefore, the recall information posting date ("create
date”) indicates the date FDA classified the recall, it does not necessarily mean that the recall is new. CEER
recall information is available here. More about Medical Device Recalls

* CDRH Export Cerificate
Validation (CECV)
# CDRH FOIA Electronic Reading

Room

CFR Title 21

CLIA

Device Classification

FDA Guidance Documents
Humanitarian Device
Exemption

Medsun Reporis
Fremarket Approvals (PMAs)
Fost-Approval Studies
Postmarket Surveillance
Recall Mumber Stu{!le_s

Search ia
Database Help

Product Mame Product Code In Vitra Devices

Recall Class All v PMA/S10(K) Mumber

Recall Date
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June 18, 2005

Citing Flaws, Maker Recalls Heart Devices (Frm NX T\'N\st
By BARRY MEIER

The Guidant Corporation said yesterday that 1t was recalling about 29.000 implanted heart devices because of flaws that might
cause them to short-circuit when they are supposed to deliver a potentially life-saving shock.

The recall. which comes at the urging of the Food and Drug Administration. involves three models of defibrillators made by
Guidant. In the case of one model. the Ventak Prizm 2 DR Model 1861, Guidant did not tell doctors for more than three years that
it was prone to electrical failure because of a design flaw. The company also disclosed yesterday for the first time that two other
Guidant units had also repeatedly short-circuited.
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