
 

Medical Device 
Regulatory Document 
Collection & Management

• Confidential Disclosure Agreement & 

   Feasibility Support

• Initial Regulatory Packet Preparation and

   Dissemination (Paper or Electronic Systems)

• Regulatory Document Creation, Collection, 

   Review & Maintenance

• Investigator Agreements, Financial 

   Disclosures, CVs & IRB Documentation

• Patient Enrollment Tracking

• Regulatory Support for IDE Submissions

• Investigational Device Shipment, Tracking & 

   Reconciliation at End of Study

• Maintenance of Sponsor Systems & 

   Databases

• Study Closure Activities & Document 

   Collection

• Investigator, Country & Central Regulatory File 

   Housing & Maintenance

YOUR FIRST CHOICE FOR QUALITY, 
COST-EFFECTIVE REGULATORY 
DOCUMENT MANAGEMENT FOR 
MEDICAL DEVICE TRIALS

Timely collection of accurate regulatory documentation 
throughout the life of your trial is vital to meeting study 
timelines. Our staff will work with your team, investigative 
sites, and vendors to ensure that all required regulatory, 
financial, and IRB documentation is promptly collected, 
reviewed, and managed.    

Maximize your internal 

resources by using BMA for 

regulatory document 

collection, review, and 

management.

Our goal is to provide world class support services that 
keep your projects on time, within budget and compliant 
to all regulatory authorities.

Get the most out of your study and 
resources by partnering with BMA  

Contact us today to discuss your support needs.

1540 McDaniel Drive
West Chester, PA 19380
Tel: 610.430.1847

Info@bmclaughlin.com

16515 South 40th Street, #125 
Phoenix, AZ 85048
Tel. 480.659.9120

www.bmclaughlin.com

SM
STUDY MANAGEMENT

Your CRO Partner for SuccessYour CRO Partner for Success


