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Value of Manufacturer and User Facility
Device Experience (MAUDE)

• FDA:
– Monitor device performance
– Detect potential device-related safety issues
– Contribute to benefit-risk assessments

• Consumers and Industry:
– Understand device safety and performance
– Design improvement
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Learning Objectives

• Define Manufacturer and User Facility Device Experience 
(MAUDE)

• Identify two different options to search Medical Device Reports 
(MDRs)

• Demonstrate how to search for MDRs
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Manufacturer and User Facility Device Experience 
(MAUDE)
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MAUDE

• Publicly searchable database:

Adverse event medical device reports

• Mandatory Reports 

– Manufacturers 

– User facilities 

– Importers

• Voluntary Reports

– Health Care Professionals

– Patients and Consumers
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MAUDE

• Reports are within the past 10 years

• Reports received more than 10 years ago are available

• Updated monthly
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MAUDE

Important Note

• Reports are redacted:

– Trade secret, confidential business information => (b)(4) 

– Personnel or medical files information => (b)(6)

FOIA Exemptions
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http://foiadvocates.com/exemptions.html


Redacted Report
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Example 1

Example 2



MAUDE

• MAUDE database is organized primarily by reports

• Reports not included in MAUDE:
– CDRH's legacy Device Experience Network (DEN) 

– Alternative Summary Reporting Program

– These reports are available in Download Data Files
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https://www.fda.gov/medical-devices/medical-device-reporting-mdr-how-report-medical-device-problems/mdr-data-files


Knowledge Check

What kind of reports does the MAUDE database house?

A. Medical Device Reports (MDRs)

B. Exemptions and Variances

C. FDA Guidance Documents
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Medical Device Reports (MDRs)
Search Options
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MAUDE Search Options

Two choices for searching:

• Simple Search: 

– Searches for terms and keywords

• Advanced Search: 

– Searches by Brand Name, Manufacturer, Product Code, etc.

– Selects specific fields

– Builds a more complex search
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MAUDE Search Options

• Simple Search:

13



MAUDE Search Options

• Advanced Search:
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How to Search for MDRs
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Example: Simple Search

1. Open MAUDE database

2. Enter a single word or an exact phrase in quotes

3. Select the year you would like to search in the “Date Report 
Received by FDA”
dropdown menu

4. Click the “Search”
button
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View:

• 33 MDRs

• Print/bookmark/
email

• Export 

• Help button

Example: Simple Search
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View:

• Device Model
Number

• Device Problem

• Patient Problem

• Event Description

Example: Simple Search
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• Open the MAUDE database

• Select, “Go To Advanced Search”

MAUDE Database

Example: Advanced Search
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm


• Input selected search parameters:

– Manufacturer

– Product Code

– Date
Report
received
by FDA

Product Code Classification Database

Example: Advanced Search
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm


• View search results obtained:

– Number of records matching search

– Date Reports
Received

Example: Advanced Search
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View:

– Catalog Number, Device Problem, Patient Problem, Event 
Description

Example: Advanced Search
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Knowledge Check

What is the “Download Files” button used for?

A. To get more details on reports

B. To locate missing data

C. To access reports more than 10 years old
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Summary

• MAUDE database houses medical device adverse events 
reports

• Reports are publicly available

• Reports can be retrieved through Simple Search or 
Advanced Search

• Simple Search searches for all terms

• Advanced Search allows you to use a variety of criteria in 
combination

24



Contact Information

Division of Industry and Consumer Education (DICE)

• Email: DICE@fda.hhs.gov

• Phone: 1(800) 638-2041 or (301) 796-7100

• Web: www.fda.gov/DICE
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http://www.fda.gov/DICE


Industry Education

CDRH Learn for multi-media industry education

• Videos, audios recordings, and PowerPoint 
presentations

• www.fda.gov/CDRHLearn 
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http://www.fda.gov/CDRHLearn


Industry Education

CDRH Learn for multi-media industry education

• Videos, audios recordings, and PowerPoint 
presentations

• www.fda.gov/CDRHLearn 
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http://www.fda.gov/CDRHLearn


Questions
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