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	1. PROJECT TITLE

	Multi-Institutional Evaluation of the Current Management of Traumatic Pelvic Fracture



	2.
PRINCIPAL INVESTIGATOR 

	

	3.
FACILITIES

	

	4.
ESTIMATED DURATION OF THE STUDY

	Two years from the time of initial IRB approval.


	5.
LAY LANGUAGE SUMMARY OR SYNOPSIS (no more than one paragraph)

	A fracture of the pelvis can cause serious bleeding which can lead to low blood pressure. Doctors can use many methods to treat the bleeding and repair the fractures. This study seeks to find out which repair methods different hospitals use, how effective each method is in controlling bleeding, and how quickly the bleeding is stopped with each method.


	6.
SPECIFIC AIMS

	1. To determine the frequency of utilization for each method of hemorrhage control after pelvic fracture (Angiographic embolization vs. External fixation vs. Pre-peritoneal packing vs. Sacral Screw fixation vs. Intra-arterial balloon occlusion device placement)

2. To identify predictors of significant hemorrhage following pelvic fracture

3. To determine the time to hemorrhage control and the efficacy of each method of treatment

4. To perform a subset analysis on patients admitted with hemodynamic instability (SBP<90) due to pelvic fracture to determine the efficacy of each method of hemorrhage control in this population of severely injured patients
5. To perform a subset analysis on patients admitted with open pelvic fracture to determine methods of hemorrhage control used in this population of patients with pelvic fracture.

	7.
BACKGROUND AND SIGNIFICANCE

	Patients presenting with hemodynamic instability associated with pelvic fractures constitute one of the biggest challenges for trauma surgeons.  Traumatic pelvic fractures may result in significant hemorrhage which can be associated with significant morbidity and mortality. Therefore, identifying patients at risk for severe bleeding as a result of their pelvic fracture and prompt mobilization of resources to treat those patients is paramount. 

Currently, there is no consensus as to the optimal treatment paradigm for patients presenting with severe pelvic fracture. It is also unclear how often each method of hemorrhage control is utilized in Level 1 Trauma Centers across the country. Therefore, a prospective multi-institutional observational study is critical to establish how each method is currently being employed in clinical practice and the results of each method with regard to its effectiveness in obtaining bleeding control.


	8.
PROGRESS REPORT

	This is a new study, however, we have previously studied arterial embolization for bleeding after pelvic fracture, seeking to identify the true need for arterial embolization and define injury patterns associated with successful angiographic embolization. We concluded that the actual need for angiography and therapeutic embolization is quite small in patients sustaining pelvic fracture.
Costantini, T. W., Bosarge, P. L., Fortlage, D., Bansal, V., and Coimbra, R. Arterial embolization for pelvic fractures after blunt trauma: are we all talk? Am J Surg. 200: 752-757; discussion 757-758, 2010.



	9.
RESEARCH DESIGN AND METHODS

	This is a multicenter, prospective, observational study designed by Principle Investigator Dr. Todd W. Costantini in collaboration with the American Association for the Surgery of Trauma (AAST). This study will collect data from trauma patients, admitted to UCSD Medical Center over approximately 2 years that; are > 18 years old and have a pelvic fracture from a blunt mechanism.

Inclusion Criteria
Adult trauma patients admitted to a Level 1 Trauma Center with pelvic fracture from blunt trauma

Exclusion Criteria
1. Patients younger than 18 years old

2. Pregnancy
3. Isolated Hip Fracture
4. Penetrating mechanism
UCSD Division of Trauma, Hillcrest Medical Center will act as both a study site and the Coordinating Center for this trial. Approximately 10 study sites nationally will participate and enroll approximately 750 subjects total over 24 months, or about 38 subjects per site, per year.  Each site will operate under human research protection protocols from their respective IRBs.

Data will be retrieved from the Trauma Registry database and the medical record (electronic and chart). No other information sources will be used. This research will collect data that has been generated solely for non-research purposes. Data collected will not be re-used for other purposes or distributed. The subject’s medical care will not be altered as a result of participation. 

Data collection will include
1. demographics

2. mechanism of injury

3. initial assessment

4. injury severity

5. radiology

6. angiographic emobolization

7. placement of pelvic fixator

8. Pre-Peritoneal Pelvic Packing
9. Sacral Screw Fixation
10. Placement of intra-arterial balloon occlusion device
11. Hospital Course
Outcome Measures
1. Frequency of utilization of each method of hemorrhage control
a. Angiographic embolization
b. External fixation
c. Pre-peritoneal packing
d. Sacral screw fixation
2. Achievement of hemorrhage control
3. Time to hemorrhage control

	10.
HUMAN SUBJECTS

	Data from approximately 75 human subjects both male and female, age >18, and from all ethnic backgrounds will be collected. Data from prisoners and pregnant females will not be included.


	11.
RECRUITMENT

	No recruitment will occur for this observational study.  



	12.
INFORMED CONSENT

	The investigator requests a waiver of consent as: the research exposes participants to minimal risk, the waiver of consent will not adversely affect the rights and welfare of the subjects and, the research could not practicably be carried out without the waiver of consent. Since the study requires detailed information about patients who have pelvic fractures, access to medical records is necessary. Therefore, the project could not practicably be conducted without the review of protected health information (PHI). 

Waiver of Consent 

a) The research involves no more than minimal risk 

This research involving review of the medical record is considered minimal risk based on the following definition: Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(h)(i)).
b) Granting of waiver will not adversely affect privacy rights and welfare of the subjects

The risk of loss of confidentiality is low. Access to medical records that contain patients’ personal information for the purpose of this study will be limited to the research study’s personnel. These personnel already have knowledge of and access to identifiable medical information of current trauma patients as part of their daily job functions. All data will be de-identified and only an anonymous identifier (Study ID#) will be entered into the study database. A separate list with the Medical Record Number and the Study ID# will be maintained to determine which medical records were reviewed and will be protected under lock and key. Downloaded data will be used solely for the purposes of this study.

This study is observational only and will record information that is normally collected as part of the standard of care. The standard of care is not altered in any way by participation in this study.
c) The project could not practicably be conducted without a waiver or alteration 

Each subject's data is critical to the outcome of the study. Without a waiver, data from a significant population would not be available for analysis. Failure to analyze data from all eligible subjects might skew the assessments made in the study and affect the study’s overall validity. Generally, the instances where we would not be able to get consent would be those cases where the subjects are the most ill and potentially the most valuable to the study database.
Contacting and obtaining consent from approximately75 subjects would not be feasible for this study. Consenting this trauma patient cohort is often not possible as this patient population is frequently unable to give prior consent due to an extended altered level of consciousness from medical sedation and/or neurological injury. 

While this study is designed to minimize the risk of loss of confidentiality, obtaining informed consent involves the collection and retention of the patient name and contact information, adding another opportunity for breach of confidentiality. 

HIPAA waivers are being requested for research personnel Todd W. Costantini MD and Raul Coimbra MD, PhD who will have knowledge of the medical record number and access medical records that contain patients’ personal information for the purpose of this study and record information specific to this study. 

2) Waiver of HIPAA 

a)   The use or disclosure of PHI involves no more than minimal risk

This research involving review of Medical Records is considered minimal risk based on the following definition: 
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102(h)(i)).

b) Granting of waiver will not adversely affect privacy rights and welfare of the individuals whose records will be used
The risk of loss of confidentiality is low. Access to medical records that contain patients’ personal information for the purpose of this study will be limited to the research study’s personnel. These personnel already have knowledge of and access to identifiable medical information of current trauma patients as part of their daily job functions. All data will be de-identified and only an anonymous identifier (Study ID#) will be entered into the study database. A separate list with the Medical Record Number and the Study ID# will be maintained to determine which medical records were reviewed and will be protected under lock and key. Downloaded data will be used solely for the purposes of this study.

This study is observational only and will record information that is normally collected as part of the standard of care. The standard of care is not altered in any way by participation in this study.

c)  The project could not practicably be conducted without a waiver or alteration
Contacting and obtaining consent from approximately75 subjects would not be feasible for this study. Consenting this trauma patient cohort is often not possible as this patient population is frequently unable to give prior consent due to an extended altered level of consciousness from medical sedation and/or neurological injury. While this study is designed to minimize the risk of loss of confidentiality, obtaining informed consent involves the collection and retention of the patient name and contact information, adding another opportunity for breach of confidentiality. 

Failure to analyze data from all eligible subjects might skew the assessments made in the study and affect the study’s overall validity.  Each subject's data is critical to the outcome of the study. Generally, the instances where we would not be able to get consent would be those cases where the subjects are the most ill and potentially the most valuable to the study database.
d) The project could not practicably be conducted without use of PHI

Since PHI is embedded in the medical records and since the study requires detailed information about mechanically ventilated patients, access to medical records (viewing of PHI) is necessary. In order to identify the medical records that will be reviewed a separate list with the medical record number and the Study ID# will be maintained. This list will be kept under lock and key. Therefore, even though there will be no personal identifiers entered into the database used for this project, it could not practicably be conducted without use of (access to) PHI. 

e) An adequate plan to protect identifiers from improper use and disclosure is included in the   

research proposal    

All data will be de-identified and only an anonymous identifier (Study ID#) will appear in the study database. In order to identify the medical records that will be reviewed a separate list with the medical record number and the Study ID# will be maintained. This list will be kept under lock and key. The electronic medical records are kept on protected UCSD servers with limited access. Downloaded data will be used solely for the purposes of this study and will be protected under lock and key. 

f) An adequate plan to destroy the identifiers at the earliest opportunity, or justification for 
retaining identifiers, is included in the research proposal   
All data will be de-identified and only an anonymous identifier (Study ID#) will appear in the database. In order to identify the medical records that will be reviewed a separate list with the medical record number and the Study ID# will be maintained. This list will be kept under lock and key and will be stored until the data has been analyzed and published; at that time the list will be shredded. De-identified records will be maintained for a period of not less than 7 years from the time of initial IRB approval after which they will be shredded. 

g) The project plan includes written assurances that PHI will not be re-used or disclosed for other purposes

                 PHI will be accessed but will not be disclosed, nor will any PHI be disclosed for other purposes  
                 re-used.
h)  Whenever appropriate, the subjects will be provided with additional pertinent information after participation

                 This study does not intend to contact the subjects, provide results, or alter the subject’s medical 

                 treatment. 



	13.
ALTERNATIVES TO STUDY PARTICIPATION

	N/A


	14.
POTENTIAL RISKS

	There is a slight risk of loss of confidentiality.


	15.
RISK MANAGEMENT PROCEDURES AND ADEQUACY OF RESOURCES

	Study sites, including UCSD, will be provided with access to a secure on-line data entry program, created by the AAST Multicenter Institutional Trials Committee (AAST-MITC), into which study data will be entered. Information from each site, including CT and angiography images, will be entered in a de-identified manner. P.I.s and research staff from each site will be able to view and edit only the data entered for that site. Study data will not be shared across sites. The overall study P.I., Dr. Todd W. Costantini will have access to the de-identified data from all study sites.
At UCSD, a minimal risk of loss of confidentiality is possible due to the review and data abstraction from the medical records. The plan to protect the PHI is as follows: medical records will be reviewed and in order to protect the patients’ confidentiality all data will be de-identified and only an anonymous identifier (Study ID#) will be entered into the study database. In order to identify the medical records that will be reviewed a separate list with the medical record number and the Study ID# will be maintained. This list will be kept under lock and key and will be stored until the data has been analyzed and published at which that time the list will be deleted.


	16.
PRIVACY AND CONFIDENTIALITY CONSIDERATIONS INCLUDING DATA ACCESS AND MANAGEMENT

	Please refer to Sections 12 and 15 for a detailed description of our data access and confidentiality plan.



	17.
POTENTIAL BENEFITS

	There is no direct benefit to the subjects whose information will be used in this study; however, it may provide information leading to improvement in the care of trauma patients with pelvic fractures and may contribute to the development of improved treatment protocols for this type of injury.


	18.
RISK/BENEFIT RATIO

	The potential benefit of improved treatment protocols for patients with pelvic fractures out-weights the small risk of loss of confidentiality.


	19.
EXPENSE TO PARTICIPANT

	None


	20.
COMPENSATION FOR PARTICIPATION

	None


	21.
PRIVILEGES/CERTIFICATIONS/LICENSES AND RESEARCH TEAM RESPONSIBILITIES

	

	22.
BIBLIOGRAPHY

	Burlew, C. C., Moore, E. E., Smith, W. R., Johnson, J. L., Biffl, W. L., Barnett, C. C., and Stahel, P. F. Preperitoneal pelvic packing/external fixation with secondary angioembolization: optimal care for life-threatening hemorrhage from unstable pelvic fractures. J Am Coll Surg. 212: 628-635; discussion 635-627, 2011.

Velmahos, G. C., Toutouzas, K. G., Vassiliu, P., Sarkisyan, G., Chan, L. S., Hanks, S. H., Berne, T. V., and Demetriades, D. A prospective study on the safety and efficacy of angiographic embolization for pelvic and visceral injuries. J Trauma. 53: 303-308; discussion 308, 2002.



	23.
FUNDING SUPPORT FOR THIS STUDY

	

	24.
BIOLOGICAL MATERIALS TRANSFER AGREEMENT

	N/A


	25.
INVESTIGATIONAL DRUG FACT SHEET AND IND/IDE HOLDER

	N/A


	26.
IMPACT ON STAFF

	All data collected are generated from standard of care procedures, thus no impact on the nursing staff is anticipated.


	27.
CONFLICT OF INTEREST

	None


	28.
SUPPLEMENTAL INSTRUCTIONS FOR CANCER-RELATED STUDIES

	N/A


	29.
OTHER APPROVALS/REGULATED MATERIALS

	N/A


	30.
PROCEDURES FOR SURROGATE CONSENT AND/OR DECISIONAL CAPACITY ASSESSMENT

	N/A
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