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October 18, 2007

Boston

Attendance

Chris Born

Paul Tornetta

Ed Perez

Bob Ostrum

Brian Mullis

Brad Henley

Bob Dunbar

Sean Nork

Andy Schmidt

Brian H. Mullis

Mo Bhandari

Ken Egol

Andrew Sems

Mike McKee

Emil Schemitsch

Dave Templeman

Andy Pollak

Chris Pape

Jim Goulet

Catherine Humphrey

Pierre Guy

Phil Kregor

Bill Obremsky

William Ertl

Dave Sanders

Currently Enrolling Studies:

The meeting began with an update of the current active studies (IMPRESS and SOLVED).  The enrollment to date is below expected.  Currently, 22 sites have approval for IMPRESS and 20 have approval for SOLVED. Additionally, 4 patients have enrolled in IMPRESS and 10 patients have enrolled in SOLVED.
 After interviewing site investigators and coordinators, the steering committees for each met and made amendments to the protocols.  Additionally, screening forms were created and given to the group to help each center to offer entry to all potential study candidates.  We are asking all centers to screen ALL proximal tibia and distal femur fractures.  The online randomizer will be configured to allow online screening.  
Both IMPRESS and SOLVED were awarded multiyear OTA funding!!  This funding will be utilized primarily to pay centers on a per patient basis to defray costs.  Details to follow.
Changes:

IMPRESS:

· Now allowing multiply injured patients (removed exclusion criteria)

· Now allowing patients with other injuries
· Screening forms now created
· Online screening possible using randomizer

· Randomizer complete and can be used
· 
SOLVED:
· Now allowing multiply injured patients (removed exclusion criteria)

· Now allowing patients with other injuries

· Now allowing fractures above total knee arthroplasy if there is sufficient room to treat with BOTH a nail or a plate.
· Screening forms now created
· Online screening possible using randomizer

· Randomizer complete and can be used
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
Planned Studies:

Sacral fractures:  A discussion of the methodology of the study was fruitful and resulted in a clear direction for the study.  The steering committee grew with Drs Nork and Goulet volunteering to join Drs. Tornetta, Templeman, and Wolinsky.  The study will be run as a prospective cohort study.  Information gathered will include specific displacement data from plain films and CT scans, treatment, and results.  Results of interest will include a VAS pain scale during the initial hospital stay, and subsequent evaluations with radiographs and validated disease specific and general health measures.  All patients with sacral fractures will be included, whether treated operatively or nonoperatively.  The full protocol will be complete by the AAOS meeting.

Ankle fractures: A randomized comparison of antiglide plating with lateral plating for SE pattern Weber B injuries is well into the planning stages.  Drs. Tornetta, Egol, Pfeiffer, and Bhandari have the protocol all but complete and this study will likely be the next to roll out.  
RhBMP-2 for critical size defects of the tibia:  The steering committee of Dr Cannada, Tornetta, Bhandari, Jones, Miclau, and Bosse will be finishing the protocol for this study by the AAOS.  This is a randomized trial of autologous bone graft vs. Rh-BMP-2.  This study received multiyear support from a directed OTA grant!
Grants:
The group has been very active in submitting grant applications for funding to several agencies and organizations.  Below is a list of the studies submitted with the members submitting.  These studies will require funding to complete and will be fully organized only if funding is received.
Damage control: Cohort study looking at outcomes, physical and mental, for multiply injured patients with a femur fracture.  Grant submitted to the DOD (Department of Defense) by Tornetta, Pape, Schmidt, Teague, Bosse, Bhandari, Schemitsch, and Jones.
 
1. Femur fracture outcomes: Cohort study of patients with femur fractures treated with IM nails.  Evaluation of mental and physical outcomes.  Grant submitted to OREF, PI: Teague, with Ertl, Bhandari, and Tornetta
2. SOLVED: Grant submitted to OTA and AIOD.  FUNDED BY OTA!

3. IMPRESS: Grant submitted to OTA and AIOD. FUNDED BY OTA!
4. rh-BMP-2: Grant submitted to OTA. FUNDED BY OTA!
\


Authorship:
A discussion on guidelines for publication took place. The publication consortium guidelines will be met be each PI.  This includes planning the study, approving the forms and protocols, shepherding through IRB, data responsibilities at their center, and contributing to / approving the initial manuscripts.  Each center PI may involve others at his/her center depending on the requirements for promotion, etc for each center, which will differ.  The publication will be from the group with NO individual names on the cover.  All PI’s and involved surgeons will be listed in the back.  True “authorship” may be claimed by anyone filling the criteria above.  Secondary studies will be offered first to the groups enrolling the most patients with authorship by those individuals on behalf of the group
Online Randomizer and Data Collection:
A demonstration of the online randomizer that will be used initially for IMPRESS and SOLVED took place. Each PI will be supplied with a login and user-id for the randomizer once review board approved. Patients who meet the inclusion/exclusion criteria will be randomized.  Screening forms of patients who are not eligible will be saved.  All portions of the system are HIPAA compliant.

The remaining portions of the on line data collection and storage system will be complete by the end of the year.  This includes all surgical reporting, x-ray storage, and outcome data/forms.  A complete review of this will take place at the AAOS with individual training by phone  or online demo when complete.
Accommodations will be made to enter the currently used paper forms into the online system.
Website:
The MTG website was shown. The website will be continually updated and can be accessed at www.orthotraumaresearch.com
ACTION ITEMS:
1. Submit amendments for IMPRESS and SOLVED to change inclusion and exclusion criteria, add a screening tool, and allow for online data and randomization.  This will be sent within two weeks to each center.
2. Plan for at least a 4 hour meeting at the AAOS to review status of studies and the online system

3. Steering committees for SOLVED, IMPRESS, SE ankle, Pelvis, and Rh-BMP-2 studies will need to have conference calls over the next 4 weeks.  Please make yourselves available for these calls!!
4. BEGIN to screen all proximal tibia and distal femur fractures to help your staff to remember the current studies!
5. Look for the protocols for the planned studies as they become available.

6. Send in comments, ideas, and anything else helpful to Mark Zocchi, or Paul Tornetta… we need the help!
�Mark: please insert the number of centers that are currently  approved and submitted, and the number of patients in each study here.  – done (mz)


�Mark: please confirm the steering committees everywhere I have listed them.  – done (mz).








