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Surgical Stapler Litigation 
and Case Criteria

Danger in the Operating Room:



Today’s Agenda

• Introductions | JESSIE HOERMAN

• Surgical Stapler Litigation Overview | BRENDA FULMER

• Case Criteria Overview | JESSIE HOERMAN
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FDA Classification

• Entered the market as Class I medical 
devices

• Other examples of Class I devices: 
• Bandages
• Non-electric wheelchairs

• “Low Risk” versus “Medium Risk”

• May 30, 2019: Unanimous agreement 
that surgical staplers should be 
reclassified as Class II devices with 
special controls

One of these things is 
not like the others…

Examples of Class I 
Medical Devices



ECRI Institute: Top 10 list of 
health technology hazards

“An independent health safety 
group identified misuse of 
surgical staplers as a top 
health technology concern. The 
ECRI Institute, a nonprofit that 
maintains a database of 
hospital-reported adverse 
events, released its Top 10 
Technology Hazards report.”



Use of Surgical Staplers
• Suturing

• Resection

• Transection

• Anastomosis

Purported Benefits of Use
• Increased speed

• Diminished tissue reaction

• Lessened infection risk



Product Identification

Johnson & Johnson – Ethicon

Covidien / Medtronic



Product ID Clues

• Named in Operative Report

• Billing Records

• Purchasing Agreements

• Type of Procedure

• Color of Reload

• Size of Reload

• Length of Stapler Arm

• Length of Closed Staple





Types of Surgical Stapler Failures

• Stapler Misfires

• Staple Misapplication

• Staple Malformation

• Not A Case:

• Misplacement of Stapler or Staples

• Anastomosis Too Tight



FDA Recommendations for Health Care Providers



Injuries Resulting from Surgical Stapler Failures

• Excessive Bleeding 

• Tissue and Organ Destruction

• Procedure Complications and Additional 
Surgeries

• Failure to Anastomose

• Infection, Sepsis, Fistula Formation

• Increased Risk of Cancer Recurrence

• Chronic Digestive Issues

• Diminished Quality of Life

• Long-Term Disability

• Death 



Case Criteria
Available for download: 
SimplyConvert.com > Resources > 
Litigations and Practice Areas



THANK YOU!

Questions?

• Brenda Fulmer: BSF@searcylaw.com

• Jessie Hoerman: jess@simplyconvert.com 




