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Welcome! The Webinar will begin promptly at 12:00 pm CDT. Please read and 

follow the below instructions: 
 

 

 

• For you information, this Webinar presentation is being recorded. 

 

• If you have not already done so, please join the conference call.  

 

• Mute your phone line. If you do not have a mute button or are on a cell phone, press *1 to mute your phone. 

 

• If you are on a conference phone, please move all cellular or wireless devices away from the conference phone 

to avoid audio interference. 

 

• If you have questions during the presentation, you may utilize the Q&A pod on the upper-right-hand side of 

your screen. You may type questions here and it will be sent to the presenter for response. If your question is not 

answered during the presentation, our presenter will answer questions at the end of the webinar. 

 

• Visit the “Files” pod in the lower-right-hand corner of the screen if you would like to download a copy of this 

PowerPoint presentation. 

 



Type your 
questions for 
presenters here in 
the Q&A Pod 

Click on the file 
name to 
download this 
Power Point or 
any referenced 
documents 
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FDA Evidence Is Under Attack 



Agenda 

• Brief review of FDA regulatory framework 
 

• Common attacks on FDA evidence 
 

• Presenting FDA evidence at trial 
 

• Strategies when FDA evidence is excluded 
 

• What the company and in-house counsel can 
do to protect company’s FDA evidence 
 
 



FDA Regulatory Framework 

• Federal agency with sole authority to regulate the introduction of 
medical devices in the U.S. marketplace 
• Authority delegated to Office for Device Evaluation in Center 

for Devices and Radiological Health 
 

• Two basic regulatory pathways for medical devices  
• 510(k) premarket notifications 
• Premarket approval applications (PMAs) 

 
• Various enforcement mechanisms available: 

• Audits/inspections 
• 522 Studies 
• Safety communications, recalls, letters 

 



FDA Organizational Structure: CDRH 



Device Classifications 

• Medical devices are classified into one of three classes: 
 

• Class I – enforcement of general controls can provide 
reasonable assurance of safety and effectiveness 

» Tongue depressors, bed pans 
 

• Class II – device requires general controls as well as special 
controls 

» The vast majority of devices introduced today are Class II 
 

• Class III – devices for supporting or sustaining life or that can 
have a  significant impact on health 
 



Bringing Medical Devices to Market 

• Most Class III medical devices require a Premarket Approval 
(PMA) application to obtain market clearance 
 

• PMA approval is based on a determination by FDA that the 
application contains sufficient valid scientific evidence that the 
device is safe and effective for its intended uses 
 

• FDA regulations provide 180 days to review a PMA, but in reality, 
the review time is normally longer 



Bringing Medical Devices to Market 

• Most Class II medical devices are brought to market through the 
510(k) Premarket Notification Process 
 

• The inquiry under the 510(k) process: is the medical device to be 
marketed substantially equivalent to a legally marketed device 
(predicate device) 
 

• “Substantial equivalence” – at least as safe and effective as the 
predicate device 

 
• The 510(k) process is the workhorse of the medical device 

program as the vast majority of new devices are cleared through 
this process 



Attacks on Admission of FDA 
Evidence at Trial 



Plaintiffs’ Counsel Are Aware of 
the Power of FDA Evidence 

• Plaintiffs’ counsel rely on FDA evidence when it 
benefits them… 

• Mandated label changes 
• Recalls, warning letters 
 

• …and attack it when it hurts them. 
• 510(k) clearance 
• FDA inaction 

 



Plaintiffs’ Arguments for 
Excluding FDA Evidence 

1) Evidence of 510(k) clearance is irrelevant 
 

2) 510(k) regulation is not a safety regulation, so 
evidence of compliance is irrelevant 
 

3) Evidence is unduly prejudicial and will mislead 
the jury and cause confusion 

 



Evidence of 510(k) Clearance  
Is Irrelevant 

In re: C.R. Bard, Inc. Pelvic Repair System Products Liability Litigation, 
MDL No. 2187 (Cisson, No. 2:11-cv-00195) 



510(k) Regulation Is Not a Safety 
Regulation so Compliance Is Irrelevant 

In re: Ethicon, Inc. Pelvic Repair Systems Products Liability Litigation, 
MDL No. 2327 (Huskey, No. 2:12-cv-05201) 

. . .  . . .  . . .  



Evidence Is Unduly Prejudicial 
and Will Mislead the Jury 

Strum v. DePuy Orthopaedics, Inc., Case No. 2011 L 009352  
(Cook County Circuit Court, Illinois) 



Responding to Plaintiffs’ Attacks 



510(k) Clearance Is Relevant 

Strum v. DePuy Orthopaedics, Inc., Case No. 2011 L 009352  
(Cook County Circuit Court, Illinois) 

Morey v. Mentor 
Worldwide LLC, 
Case No. 11-cv-5065  
(N.D. Ga.) 



FDA Evidence Is Relevant:  
Winning the Issue at Trial 

• Plaintiffs frequently cite to a decision from the ObTape 
MDL for the proposition that FDA evidence should be 
excluded: 

 

 

 

 

• Judge Land in fact ruled at trial that Defendant would be 
allowed to introduce evidence of FDA complaint 
reporting 



FDA Evidence Is Relevant:  
Winning the Issue at Trial 

• Defendant argued the evidence should be allowed to 
demonstrate reasonableness 

 

 

 

 



FDA Evidence Is Relevant:  
Winning the Issue at Trial 

 

 

 

 



FDA Evidence Is Relevant:  
Winning the Issue at Trial 

 

 

 

 



FDA Evidence Is Relevant:  
Winning the Issue at Trial 

• The Court ultimately agreed that evidence of interaction 
with the FDA would be allowed 

 

 



Compliance with Government 
Regulations Is Relevant 

In re: Ethicon, Inc. Pelvic Repair Systems Products Liability Litigation, 
MDL No. 2327 (Lewis, No. 2:12-cv-04301) 



Jury Will Not Be Confused and Should Be Given 
the Complete Picture of Regulatory Process 

DePuy ASR™ Hip System Cases, JCCP No. 4649  
(Kransky, LASC Case No. BC456086) 



If Necessary, Limiting Instruction 
Will Curb Jury Confusion 

Morey v. Mentor 
Worldwide LLC, 
Case No.  
11-cv-5065  
(N.D. Ga.) 



Presenting FDA Evidence at Trial 



Hitting FDA Highlights in  
Trial Presentation 

• Provide overview of FDA structure – emphasize 
role as sole regulatory authority  
 

• Discuss enforcement mechanisms 
 

• Walk through company regulatory 
history/interaction 
 

• Present FDA review process 
– Process flow/steps taken 
– Reviewer memos 

 



Vehicles for FDA Evidence 

• Expert witness (keys): 

– Former FDA  

– Pre-market and post-market experience best 

 

• Fact witness (keys): 

– Establish importance of FDA at all levels: 
engineers, quality, regulatory, and marketing 



Plan B:  
When FDA Evidence Is Excluded 



Present FDA Evidence Without 
FDA Evidence 

• Walk through process to get product to market  
– Design 
– Testing 
– Labeling 

 
• Discuss post-market actions 

– Complaint monitoring 
– Interaction with physicians/patients 

 

• Consider expert witness lineup 
– Engineer with FDA experience permissible (?) 



The Role of the In-house Lawyer 
in the FDA Litigation Strategy 



The Role of the In-house Lawyer 

• Be familiar with the regulatory process 

– Getting the medical device to market 

– Making modifications to the medical device 

• Proposed label changes 

• Product enhancements/line extensions 

– Understanding FDA oversight 

• Necessary reporting 

• Audit preparedness 



The Role of the In-house Lawyer 

 

 

• Consider being involved in the process 

– What level of involvement is appropriate? 

• Involvement, but not direction 



The Role of the In-house Lawyer 

• Provide litigation perspective 

– Counsel employees on appropriate interaction 
internally and with regulatory officials 

 

– Ensure employees properly documenting 
interaction with FDA 

 

– Find/nurture fact witnesses for litigation 
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Thank you for Participating! 
 

 

To access the PowerPoint presentation from this or any other IADC Webinar, 

visit our website under the Members Only Tab (you must be signed in) and 

click on “Resources”    “Past Webinar Materials,” or contact Melisa Maisel 

at mmaisel@iadclaw.org. 
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