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Orthopaedic Trauma Research Consortium

Investigators Meeting Minutes

March 6, 2008

San Francisco, CA


Thank you everyone for the time and effort you each gave to make the OTRC Investigators Meeting a priority during the Academy Meeting. The meeting was a success due in large measure to the excellence of the PI’s and RC’s involved. Due to the high attendance, we were able to review the entire OTRC including study development and tracking, site interest, funding, and authorship. Two great highlights were the Online Data Capture System and the OTRC Website. Again, I thank you and look forward to seeing you in Denver at the OTA.
I Attendance
Paul Tornetta
Julie Agel
Lisa Cannada
Cory Collinge
Bob Dunbar
Jim Goulet
Emily Hui
Catherine Humphrey
Cliff Jones
Mike McKee

Ted Miclau
Sean Nork

Bob Ostrum

Ed Perez

Laura Phieffer

Andy Pollak

Tony Russell


Claude Sagi

Andy Schmidt

Deb Sietsema

Jim Stannard
Dick Tarr

Dave Teague

J Tracy Watson

Mary Zadnik

Mark Zocchi

Alan Zonna

II Studies Currently Enrolling
The first agenda item discussed was the status of the current active studies; IMPRESS and SOLVED.  Currently, 22 sites have approval for IMPRESS and 21 have approval for SOLVED.  Unfortunately, the enrollment to date is below expected: 14 patients have enrolled into IMPRESS and 15 patients have enrolled into SOLVED. All active centers were encouraged to continue screening patients.
At this point, all centers should be screening ALL proximal tibia and distal femur fractures. The online randomizer is configured to allow online screening. For assistance with the online randomizer, please feel free to contact Mark Zocchi at mark.zocchi@bmc.org.
III Upcoming Studies
Next was a discussion regarding upcoming studies. The four studies on the horizon are:

1. Scapula Fractures

2. Ankle Fractures,

3. rh-BMP

4. Sacral Fractures. 
Highlights of each study are below. If you would like to participate in a study, please confirm that your center is listed under the corresponding study. 
1.  Scapula Fractures
Title: Clinical Outcomes Following Glenoid Neck Fracture as Correlated with Quantitative Assessment of Osseous Injury.  
Study Overview: 1) Extraarticular scapula fractures 2) Observational, prospective cohort     3) 50+ subjects 4) 1 Year follow-up required 5) 5 sites interested -3 currently enrolling
Interested Sites:

· Barnes Hospital

· Boston Medical Center

· Hennepin County Medical Center

· University of Maryland – Shock Trauma

· Vanderbilt Medical Center

2. Ankle Fractures

Title: A Multicenter Randomized Trial Comparing Lateral and Antiglide Plating in Displaced Lateral Malleolus Fractures. 
Study Overview: 1) Ankle fractures requiring surgery 2) Randomized trial 3) 150 subjects   4) 1 Year follow-up required 5) 12 sites interested 6) Submitted for OTA funding

Interested Sites:

· Barnes Hospital

· Boston Medical Center

· Campbell Clinic

· Hennepin County Medical Center

· Indiana University

· New York University 

· Ohio State University

· Orthopaedic Associates of Grand Rapids

· University of Oklahoma 

· University UC Davis

· University of Michigan

· University of Texas - Southwestern

3. rhBMP-2

Title:  rhBMP-2 vs Autograft for Critical Size Tibial Defects: A Multicenter Randomized Trial. 
Study Overview: 1) Open tibia fractures with bone loss at least 1 cm and 50% circumferential 2) Randomized trial 3) 50 subjects 4) 1 Year follow-up 5) 8 sites interested 6) OTA awarded
Interested Sites:
· Boston Medical Center

· Carolinas Medical Center

· Orthopaedic Associates – North Texas

· University of Alabama-Birmingham

· University California - San Francisco

· University of Oklahoma – HSC

· University of Texas – Southwestern

· Wake Forest University

4. Sacral Fractures

Title:  A Multicenter Prospective Cohort Study of Sacral Fractures Using Patient Based and Objective Outcomes.  
Study Overview: 1) Unilateral sacral fractures 2) Prospective cohort trial 3) 1000 subjects 4) 1 Year follow-up 5) 18 sites interested 7) FOT awarded for database
Interested Sites:

· Barnes Hospital

· Boston Medical Center

· Campbell Clinic

· Dartmouth-Hitchcock Medical Center

· Hamilton General Hospital

· Harborview Medical Center

· Hennepin County Medical Center

· Indiana University

· Mayo Clinic

· Ohio State University

· Orthopaedic Trauma Associates – Grand Rapids

· St. Michaels, Toronto

· University of British Columbia

· University of California - Davis

· University of Michigan

· University of Minnesota Medical Center

· University of Oklahoma HSC

· University of Pittsburgh

IV Grant Submissions and Awards
All submitted and awarded grant money was reviewed. Below are the highlights. 

**It was noted that the OTA subcontracts for IMPRESS and SOLVED are still undergoing internal review at Boston University Medical Center. When complete, all sites will receive contracts. 
Agency
Study


Amount Awarded
OTA 

IMPRESS**

$80,000 ($500/pt for 1-year follow-up)
OTA 

SOLVED**

$80,000 ($500/pt for 1-year follow-up)
OTA 

rhBMP-2 

$63,000 ($1,000/pt for 1-year follow-up)

FOT

Sacral fractures 
$30,000 (for database development)
OTA

Ankle fractures
pre-proposal submitted – April 1, 2008
OTA

Sacral fractures
pre-proposal submitted – April 1, 2008
V Electronic Data Capture System
The capabilities of the Electronic Data Capture System (EDCS) were highlighted. The system will allow coordinators to enter all CRF’s and X-rays into a secure, password protected, online database. The database will track future and past due visits, complete and incomplete CRF’s, monitor patient enrollment, etc. We are in the final stages of development and are optimistic that the system will be ready for full launch in late spring. 
Training dates and times for coordinators and investigators will be sent to all sites within one month of the Electronic Data Capture System launch. 
VI OTRC Website
The website is up and running. Paul provided a brief overview of the OTRC website. The website houses all current OTRC research information including: specific study information, grant and funding details, patient education information, meeting minutes, contact information and more. 
The website is easily accessible at www.orthotraumaresearch.com.
VII Next Meeting
Mark your calendars. The next proposed OTRC investigator’s meeting is scheduled for the week of October 16-18, 2008 during the OTA Annual Meeting in Denver.
Please look for meeting notices, via email and the OTRC website, in the late summer with a specific date, time, and location.

ACTION ITEMS

· Please confirm that your site is listed under the correct study of interest.
· Please continue to fax CRF’s and email X-rays for the IMPRESS and SOLVED studies to Mark Zocchi.
· Sites interested in the Scapula Fracture Study should be submitting the study to your IRB. If you would like another copy of the IRB materials, please contact Mark Zocchi
· Sites interested in the Ankle Fracture Study should be submitting the study to your IRB. If you would like another copy of the IRB materials, please contact Mark Zocchi.
· The Sacral Fracture Steering Committee is finalizing the forms and protocol with expected completion date in late April. All interested sites will receive a draft of the forms and protocol for review for publication/authorship.
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