Trauma Study Group Minutes
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February 17, 2007

San Diego


Attendance

Mo Bhandari

Chris Born

Mike Bosse

Lisa Cannada

Bob Dunbar

Jim Goulet

Alan Jones

Phil Kregor

Brian Mullis

Bob Ostrum

Chris Pape

Ed Perez

Andy Pollak

Bill Ricci

Andy Schmidt

Jim Stannard

Dave Teague

Paul Tornetta

Phil Wolinsky

The meeting began with a brief overview of the planned study group (PowerPoint presentation being sent with this note).  Please share this presentation and these minutes with your colleagues who will be enrolling patients!  The overall goals were reviewed and agreed upon by the group:

Goals
· Only centers devoted to high quality studies included

· All centers run as many of the studies as possible

· Each study will have steering committee, DSMB, etc

· Each study will have different overall PI

· Each center may have multiple PIs for different studies

· Studies will be centrally coordinated in a Methods center at Boston Medical Center

· Start with the 2 nail vs locked plate studies for distal femur and proximal tibia

· Roll out 2 or 3 new studies per year

· Sustain 8 – 10 at a time with same system

· Central data system being re-evaluated.  Looking at other options now (decision by May 2007)

· Starting on paper (see below)

· Publication and credit: see below

· Funding: see below

Studies  
The first two studies are IMPRESS and SOLVED (nail vs. locked plate for proximal tibia and distal femur, respectively).  These will begin on paper.  The final forms are complete as of 2/23 and being sent for printing.  Each center will receive binders and sets of envelopes.  The envelopes will be numbered sequentially and opened in that order.  Block randomization will be done by open and closed fractures with stickers inside envelope to put on primary data sheet.  Expect these materials by mid to end of March, pending printing time.  All questions to be sent to Mark Zocchi (mark.zocchi@bmc.org).  

Authorship  
A long discussion of authorship issues took place.  Each center will have at least one PI that is in charge of that study for that site.  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, approving the manuscript.  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 given to the groups enrolling the most patients with authorship from the group, but the substudy steering committee on the cover.  It is expected that larger centers involve smaller centers in these secondary publications as it will be a more fair distribution.

Funding

There are multiple models, all of which were discussed.  To begin, Smith and Nephew has agreed to support the central data collection and group coordinator for 5 years.  Smith and Nephew understand fully that the data is the groups and are doing this quite altruistically, at my bequest.  They also understand that over time other companies may support the group in addition to any other source of funding we can obtain.  For the beginning, the best model is to have Smith and Nephew pay for the central costs and fund individual centers via the companies they use most.  Additional per patient payments are being sought via submission of these two protocols to OTA, etc., and a planned submission of a protocol for the RH-BMP2 Medtronics donor directed grant (Lisa Canada PI), and a protocol for femoral shaft outcomes and a damage control cohort study (Chris Pape and Dave Teague PIs).  Other options such as multiple company grants, NIH funding, program grants, etc will be explored simultaneously.  However, success in our first studies is absolutely essential for any funding endeavor to work.

Other studies

All investigators are urged to contact Mark Zocchi with their thoughts on future studies; 6 have already been sent in.  If multiple people send in similar ideas, they will share responsibility on the steering committee.  The studies that the group does will be determined by an email vote of interest.  Not all centers will run all studies, but the more consistency we can generate, the better.  It puts us in a better position to seek large scale funding.

My thanks to Mark Zocchi for his work already put into this group and to Mark Augusti and Mark Gosney from Smith and Nephew for the financial support of the group at its inception.

Sincerely,
Paul Tornetta, MD and Mo Bhandari, MD for the Trauma Study Group
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