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MAUDE Database Files
Manufacturers And User Facility Device  
Experience (MAUDE)

Operated by FDA (Food and Drug 
Administration) – CDRH (Center for 
Devices and Radiological Health



MAUDE Data
Represents reports of adverse events 
involving medical devices used in public, 
private, and nonprofit hospitals

Consists of all voluntary reports since 
June 1993, user facility reports since 
1991, distributor reports since 1993, and 
manufacturer reports since August 1996



Accessing MAUDE
Indirect Access

1. Go to www.fda.gov
2. Click on Medical 

Devices (left side bar)
3. Under Popular Items, 

select CDRH 
Databases

4. Click on MAUDE link

Direct Access

1. Go to: 
http://www.accessdat
a.fda.ov/scripts/cdrh/c
fdocs/cfMAUDE/search
.CFM

2. Begin search

http://www.fda.gov/
http://www.accessdata.fda.ov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM
http://www.accessdata.fda.ov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM
http://www.accessdata.fda.ov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM
http://www.accessdata.fda.ov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM


Click on Medical Devices



Under Popular Items, Select CDRH Database



Click on MAUDE Link



Begin Search



Sample Full Text Search (MRI)



Search Results



MAUDE Tips
Multiple word searches should be 
connected by AND or and (i.e. MRI and
injury)

Try varying combinations of multiple word 
searches until search results repeat

Use Medwatch to report problems with 
medical devices



MDR Database
Medical Device Reporting (MDR) 
Database

Operated by the FDA – CDRH 

Inactive – replaced by MAUDE after 
1996



MDR Data
Information on medical devices that 
may have malfunctioned or caused 
death or serious injury during the years 
1984-1996.



Accessing MDR
1. Go to http://www.fda.gov/
2. Click on Medical Devices (left side bar) 
3. Under Popular Items, select CDHR 

Databases
4. Click on MDR link
5. For direct access, go to: 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmdr/search.CFM

http://www.fda.gov/
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmdr/search.CFM


Click on Medical Devices



Select CDHR databases



Click on MDR link



Begin Search



Sample Search (pacemakers)



Search Results



Medline 
Bibliographic coverage of biomedical 
literature

Produced by The US Library of Medicine, 
MEDLARS Management Section

Search availability through Ovid Technologies, 
Inc. and PubMed



Medline Literature
Represents over 3,600 journals from 
1966 – present, updated weekly

Contains 9,700,000 records (4,780,000 
with abstracts) and links to full text 
articles



Medline Limitations
Registered user access to Medline more 
valuable than public access 

Search PubMed for free access to 
Medline citations, no full text articles 
available

To access PubMed: 
http://www.ncbi.nlm.nih.gov/PubMed/

http://www.ncbi.nlm.nih.gov/PubMed/


Accessing Medline
1. Go to http://gateway.ovid.com/
2. Enter ID and password and select 

advanced mode
3. Click on continue
4. Scroll down and select from eight 

Medline links.  Recommended link:
Medline 1966 – October Week 2 2001

http://gateway.ovid.com/


Enter ID and password



Click on Continue



4. Scroll down and click Medline





Begin search



Sample Keyword Search



Search Results



Medline Tips
Multiple word searches should be 
connected by AND or OR

Avoid explode and focus functions



Explode and Focus Example



ISMP (Institute for Safe Medical 
Practices)

Nonprofit organization that works 
closely with healthcare practitioners and 
institutions, regulatory agencies, 
professional organizations, and the 
pharmaceutical industry to provide 
education about adverse drug events 
and their prevention



ISMP Medication Safety Alert
Innovative alert system from the USP Medication 
Errors Reporting Program, which is operated in 
cooperation with ISMP

Healthcare practitioners report errors or potential 
errors in confidence by use of a special report form 
or toll-free number

Separate from VA Patient Safety Program, but 
complementary 



Accessing ISMP
1. Go to www.ismp.org
2. On the left side bar, click on ISMP 

Medication Safety Alert!
3. Click on Search the site
4. Begin search

http://www.ismp.org/


Click on ISMP Medication Safety Alert!



Click on Search the site



Begin Search



Sample Query (prozac)



Search Results



Medwatch
Gateway for timely safety information 
on all FDA regulated marketed medical 
products including drugs, biologics, and 
medical and radiation-emitting devices

Operated by the FDA Medical Products 
Reporting Program and supported by 
over 140 organizations that have signed 
on as Medwatch Partners



Medwatch Information
Contains summaries of safety 
notifications for drugs, biologics, 
devices, and dietary supplements from 
1996 – Present

Index of safety-related drug labeling 
change summaries approved by FDA 
from 1996 – Present, among other 
searchable indexes  



Submitting a Safety Report
1. Go to: 

http://www.fda.gov/medwatch/safety.
htm

2. On left side bar, click on Submit 
Report

3. Begin submission process

http://www.fda.gov/medwatch/safety.htm
http://www.fda.gov/medwatch/safety.htm


Begin Submission Process



Accessing Medwatch
1. Go to http://www.fda.gov/medwatch/
2. Begin search

http://www.fda.gov/medwatch/


Begin Search



Sample Search (MRI)



Search Results



ECRI
Independent nonprofit health services 
research agency

Publishes Health Devices, which is a 
monthly journal about healthcare 
technology, in the form of evaluations, 
hazard reports, and regulatory updates



ECRI – MDSR (Medical Device 
Safety Reports

Repository of medical device incident 
and hazard information independently 
investigated by ECRI, updated 
periodically



Accessing MDSR
1. Go to http://www.ecri.org/
2. On the welcome bar, click on 

professional info
3. Click on Medical Device Safety Reports 

(MDSR)
4. Direct link: 

www.mdsr.ecri.org/index.asp

http://www.ecri.org/


Click on Professional Info  



Click on MDSR



Begin Search



Sample Terms Search



Search Results



ECRI – Health Devices Index
Evaluates brand-name medical devices 
and completes model-specific ratings, 
since 1971

Compiles hazard reports, regulatory 
updates, specialist articles, and 
technology overviews



Accessing Health Devices Index
1. Go to http://www.ecri.org/
2. On the welcome bar, click on 

members
3. Click on login
4. Enter username and password
5. Begin search

http://www.ecri.org/


Click on Members



Click on Login



Enter Username and Password



Begin Search



Access to Health Devices:

Contact NCPS



British Medical Journal
Contains full text articles published in 
the weekly British Medical Journal (BMJ) 
from January 1994

No membership required



Accessing BMJ
1. Go to http://www.bmj.com/
2. Click on search/archive
3. Begin search

http://www.bmj.com/


Click on Search/Archive



Begin Search (CPR)



Click on Full Text



Search Results



Free Medical Journals.com
Provides a comprehensive list of free 
online medical journals and links to 
these full text locations
Easy to use and no membership 
required
Arguably, the “best kept secret” in 
accessing full text literature from the 
internet



Accessing Free Medical Journals.com

1. Go to: www.freemedicaljournals.com
2. Explore homepage and select 

journal/article that you wish to view
3. Click on link and retrieve article
4. Return to Free Medical Journals.com 

for additional searches.

http://www.freemedicaljournals.com/


Explore Homepage



Click on Journal of Clinical Investigation



Click on Archive



Click on Issue or Year



Scroll Down



Click on Full Text Article



Read and Print Article



Summary of Databases
Database Info Contained Website Membership

MAUDE Medical device adverse events: 
1991 to present

www.fda.gov No

MDR Medical device adverse events: 
1992-1996

www.fda.gov No

Medline Biomedical literature index, 
over 3,600 journals

http://gateway.ovid.com
www.ncbi.nlm.hih.gov

Yes

PubMed Free access to biomedical 
citations that appear in 
Medline, no full text

http://www.ncbi.nlm.nih.gov/e
ntrez/query.fcgi?db=PubMed

No

BMJ Full text articles in weekly 
journal, since 1994

www.bmj.com No

Free Medical Journals Comprehensive list of free 
online medical journals and 
links to full text locations

www.freemedicaljournals.com Optional

ISMP Medication error reporting 
program

www.ismp.org No

Medwatch Safety information on all FDA 
regulated products

www.fda.gov/medwatch/ No

ECRI-MDSR Medical device incident and 
hazard information

www.ecri.org No

ECRI-Health Devices Brand-name medical device 
evaluations and comparisons 
since 1971

www.ecri.org Yes
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