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Results taken from FDA’s MAUDE online database.
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM

IUPC’s & Patient Risk
FDA adverse event reports associated with two IUPC’s.

To search for reports associated with the INTRAN® Plus or Koala® IUPC, navigate web 
browser to the MAUDE online database and fill in the fields as highlighted below:

What is the MAUDE database?

The Manufacturer And User Device Experience or MAUDE database represents reports of ad-
verse events involving medical devices.  The online search allows you to search CDRH (Center 
for Devices and Radiological Health) database information on medical devices which may have 
malfunctioned or caused a death or serious injury. 

(Source: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM)



     One Avoidable Bad 

*INTRAN® Plus has been used in approximately 2 million deliveries since Jan. 2000 and has 
been associated with NO reported patient injuries.  INTRAN® Plus has never been subject to 
a product liability lawsuit.

Search results for INTRAN® Plus:

No Patient Injury

No Patient Injury

No Patient Injury

No Patient Injury

No Patient Injury

No Patient Injury

No Patient Injury
No Patient Injury

Not an IUPC

Not an IUPC

Note:  A detailed description of each adverse event 
report may be found by clicking on the underlined 
link in the “Brand Name” column.

Outcome is Too Many.

Serious Injury

Death

Serious Injury

Death

Death

Serious Injury

Serious Injury

Death

Serious Injury

Serious Injury

Serious Injury
Serious Injury

Search results for Koala®:

Not an IUPC
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