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Educational Forum on FDA Medical Device Reporting, Complaint 
Handling, and Recalls, Corrections, and Removals 

Presented by the FDA Medical Device Industry Coalition in co-sponsorship 
with the US Food and Drug Administration, Dallas District Office 
 

March 22, 2012, Dallas, Texas – Every day, the medical device industry struggles to comply 

with regulatory requirements such as complaint handling, Medical Device Reporting (MDR), 

Corrective and Preventive Actions (CAPA), and recalls, corrections, and removals. In an effort 

to address these issues and to help the industry develop effective, proactive strategies for dealing 

with them, the FDA Medical Device Industry Coalition will present its Educational Forum on 

FDA Medical Device Reporting, Complaint Handling, and Recalls, Corrections, and Removals 

on Friday, June 15, at the Renaissance Dallas Hotel. 

The workshop and education forum will address key issues facing the medical device industry, 

ranging from handling user complaints to maintaining regulatory compliance to conducting a 

recall when necessary. 

The workshop, a joint presentation by FDA, industry and academia, will provide critical 

information about FDA’s medical device regulations to the regulated industry and is tailored to 

small businesses, with an opportunity for Q&A with a panel of knowledgeable experts.  Topics 

include: 

1. Medical Device Reporting (MDR), 

2. The Role of Complaint Files, 

3. Recalls, Corrections, and Removals, and 

4. Corrective and Preventive Actions (CAPA) as it applies to complaints. 



FDA Forum/ Add 1 

Date and Time:  Friday, June 15, 2012, 8 a.m. – 5 p.m.  

Location:  Renaissance Dallas Hotel, 2222 Stemmons Freeway, Dallas, Texas, 75207 

For additional information, please visit http://www.fmdic.org/ or contact David Arvelo, FDA 

Small Business Representative, at david.arvelo@fda.hhs.gov or 214-253-4952. 

Note that these workshops are very popular and registration is limited 250 people. Register early 

to save and secure your seat. Registration on the day of the event will only be possible if there 

are seats still available. 


