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The Safety Reporting Portal

The Safety Raporting Portal {SRP) streamlines the process of reporting product
safety Issues to the Food & Drug Administration (FDA) and the Natlonal Institutes of
Health (NIH).

your role, ( , health care pi public

health official, or oonne rned citizel ) when you submit a safaty report thro gh this
Portal, vou make a vital contribution to the safetvofAm Hea's food supply,
medicines, and other products that touch us all.

Parts of this website have been translated from English to Spanish. Pages that have
been translated have an “En Espanol” link In the upper right part of the page. Click
this link to see the page In Spanish {Espancl). Click ™In English” to see the page In
English. In the case of any discrepancy in meaning, the English version is
considered official. Currently, report questions are only In English and reports
should only be submitted In English. Thank you for using the FDA Safety Reporting
Portal.

Who Should Submit a Safety Report?

Organizations an d people in certain professional roles, such as the
following, may be required by law to submit safety reports u u some
clrcumstances.

« Food Manufacturers, Processors, Packers, and Holders

* Researchers

« An applicant of an approved drug product or a manufacturer,
distributor or packer listed on the label of any drug product

* Drug Manufacturers

s Dietary supplement manufacturers, packers, and distributors

Qthers, Includin: g healthcara providers, public health officlals, and other

professlonals, as well as consumers and concerned cltizens, m 2y

volun tarily bmlt reports If they encounter safety Issues with a product
and/or unanticipated harmful effects that they belleve are related to a

pmd c:t

Learn more about mandatory and voluntary reporting.

Begin Reporting Here

1. Login 2. Report As Account
EMAIL Guest Benefits
N°t rady t%c;eat « Save a draft
« Easier follow up
would IIketu i fegi
Passwom> Or Simiermpory | 1 e swmissers
You can do that
Forgat your passward? here.
O Remember me
| Report as Guest | | Create Account |

Reports You Can Submit Through this Portal
FDA safety issues invalving:

¢ Marketed human drug and therapeutic biologics

* Human or animal reportable foods

« Animal drugs

« Animal foods

« Tobacco products

« Dletary supplements
NIH safety issues involving:

* NIH gene-transfar research

Far other Issuas, find out where to submit vour report.
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MedWatch Safety Alertd|&#RMDMER

MedWatch: The FDA Safety
Information and Adverse Event

Reporting Program 2017848 ~8 8 DiBE|EIR

I Report a Problem (h Jiwww.accessdata.fda.qov/scripts/medwatch/ ]

F Safety Information ghttg:Ifwww.fda.govlSafithMedWatchISafe_t!Informatlonldefault.ﬁp[ D I eta ry S u p p | emen t% t
UCHERFTEEFESNTLVZE 101%F

D
weews  What's New : $i5 155k EXRmMDZEZ89 ot

' Endwasculir Grlft stems: Lether to Health Care Provulem T III Endole:ks Assocllted with Use 5 1 ) 0)

d tch formatio fo a d odu 5.htm) Type llI
endoleak may require treatment wnh add hnnal mervenhons s ch as re-l ni ng nsert on of additional

endograft components, or open surgical repair. Interventions to address endoleaks carry added risks for %d){‘m

impacted patients. Posted 09/28/2017

Ul n ntin on ( / /\OD
ISafety/MedWatch/Safetyinformation/SafetyAlertsforHumanMedicalProducts/ucm5677336.htm) If device L AA
with blocked guidewire lumen were used, device would not be positioned comrectly and hemorrhage would not 1%% h\ ZI_T | | é 1 l i b \ 1 14:
be controlled, delaying life-saving treatment, which may result in serious adverse health consequences,
including death. Posted 09/25/2017 5 I j I I< 5 %AE

* TAH-t Companion 2 Driver System (C2) and Freedom Driver System by SynCardia Systems: Letter to

Health Care Providers - Mortality and Neurological Adverse Event Results

754%
(RENX)

l B2 Stay Informed (http://iwww.fda.gov/Safety/MedWatch/ucm228488.htm) ]

(/Safety/MedWatch/Safetyinformation/SafetyAlertsforHumanMedicalProductsfucm$26703.htm) ﬁ )
UPDATED 09/25/2017. Most recent interim results from the ongoing SynCardia TAH-t post-approval study
looking at mortality and neurological adverse events. Originally posted 10/26/2016
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