Scapula Fracture Study

Changes to Forms 3/2/11  Version 2 with all footers to 3.02.2011
1. Inclusion/exclusion form

· Deleted from inclusion criteria “6. Did the patient receive a CT scan as part of their initial care.”  Added footnote to Inclusion criteria “Number 6 deleted”.
· Inclusion/exclusion criteria Form Added “Patient Study ID” and “Screen Date”.

· Changed “Surgeon Name” to “Surgeon Name Optional”

2. Data Collection Grid

· Deleted “(inc CT)” from trauma presentation radiographic eval grid

· Deleted “CT at trauma presentation only” and replaced with “CT optional”.

3. Radiograph Form

· Deleted “CT Assessment (at trauma presentation only)” and replaced with “CT Assessment optional”.

· Radiograph Form changed “Today’s Date” to “Date of Radiograph”.  
· Deleted “Film Date”.
4.  Physical Exam Form

· Added “Current Treatment” section at top of form with 3 questions: non-operative, operative, and failure non-op. Failure non-op has additional question of revision surgery date. 
· Physical Exam Form changed “Today’s Date” to “Follow Up Visit Date”.

5. Injury Form

· Added Question 21. Date of fracture

· Added Question 22. Initial treatment plan: non-operative or operative.

· Patient Injury Form Added “Injury Date”.  

6.  Patient Outcomes Form changed “Today’s Date” to Date Patient Completed”. 
7. AO/OTA Fracture Classification Form changed “Today’s Date” to “Injury Date”. 
8. Patient Demographic form 
· Replaced “For Internal Use only” to  “This form is for individual site use only. Do not send this form to the data center” 
· Added “Surgeon Name Optional”.
9. Protocol Changes

· Deleted on pg. 3 first paragraph “Pregnant women will not be eligible for this study if they do not have a standard of care CT scan at the time of initial trauma presentation due to the risk of radiation to the fetus. Although CT is standard of care following trauma, the data obtained by the CT in so far as treatment of the scapular fracture is concerned may be outweighed by radiation to the fetus. Thus, a CT might not be necessary from the initial trauma work-up following a routine trauma. If a woman becomes pregnant during the study she can be included because the follow-up films are standard of care and pose little risk to the fetus, especially when the abdomen is covered by a lead apron.”

· Added on pg. 3 “optional CT” to paragraph 2 under Design. 

· Deleted Inclusion criteria number 6. “Patient received a CT scan as part of their initial clinical care”

· Added on pg. 5 “optional CT” to paragraph 2. 

