
Only Group in the World That Has 
Been on Both  Sides of the Total Disc 
Replacement Approval Process

Lead FDA Reviewers of 10 Ongoing 
Total Disc Replacement IDEs  

75% of Marketed Total Disc 
Replacements Involved MCRA Personnel

Designed and Organized Recently 
Approved Cervical Total Disc PMA

Created the Recent Disc Replacement 
PMA Now Used by FDA (Spine Branch) 
as a Model PMA Submission

Directed Review Teams on All PMAs 
Currently Under Review at FDA 

Developer of Total Disc Replacement 
“Points to Consider” 

Musculoskeletal Clinical
Regulatory Advisers, LLC

Total Disc 
Replacement

Regulatory Services

MCRA is the 1-Stop Source
Study Design      PMA Development      Approval

Washington, DC Headquarters 
1331 H Street, NW 12th floor

Washington, DC 20005 
Phone: 202.552.5800 

Fax: 202.552.5798

info@mcra.com            www.mcra.com

UNRIVALED EXPERTISE & EXPERIENCE

MCRA is the Most Experienced Team
Driving Results, Time Efficiency & Cost Effectiveness


