
2/7/12 Print: HS-10-00327 - THE T.E.S.T. STUDY

1/23https://istar.usc.edu/iStar/ResourceAdministration/Project/PrintSmartForms«

Date: Tue Feb 07 2012 13:43:28 GMT-0800 (Pacific Standard Time) Print Close

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

1. Project Identification Information

1.1. * T\pe of Submission:

 

Research Protocol or Stud\

Grant/Contract Onl\

Facilitated Review (NCI CIRB)

USC/CHLA Collaborative Review

 

1.2. * Full Title of Research Protocol
THORACOLUMBAR SPINE EVALUATION AND SCREENING AFTER TRAUMA

 

1.3. * Short Title
THE T.E.S.T. STUDY
 

1.4. * Please indicate which IRB \ou are requesting review from:
USC-Health Sciences (HSC) 
 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

2. Stud\ Personnel

2.1. Stud\ Personnel and their roles:

 Last Name First Name Organi]ation Stud\ Role Certifications
Obtain
Consent

View Inaba Kenji
TRAUMA AND
CRITICAL CARE

Principal
Investigator

 no

ViewBarmparas Galinos
TRAUMA AND
CRITICAL CARE

Stud\ Contact
Person  no

ViewVarga Stephen
TRAUMA AND
CRITICAL CARE

Co-Investigator  no

ViewBranco Bernardino
TRAUMA AND
CRITICAL CARE

Data
Collector/Manager

 no

ViewKonstantinidis Agathoklis SURGERY
Data
Collector/Manager
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2.2. Is the Principal Investigator a student, resident, fellow, other trainee, or visiting

scholar?

  Yes No

2.3. If there are an\ individual collaborators from other institutions, check here: 

2.4. Does this stud\ require Cancer Center Committee (CIC) approval?

  Yes No

2.4.1 Are Cancer Patients Involved?   Yes No

2.5. Specif\ the group/organi]ation who has reviewed this stud\ for scientific merit:
Department of Surger\ - Division of Trauma Surger\ and Surgical Critical Care
 

        

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

3. Required Department Approvals (for a stud\ alread\
submitted to the IRB)

ThiV VcUeeQ iQdicaWeV Whe diYiViRQ/deSaUWPeQW aSSURYaOV UeceiYed RQce Whe SURSRVaO haV beeQ
VXbPiWWed. ThiV VcUeeQ iV QRW UeTXiUed dXUiQg SUeVXbPiVViRQ aQd VhRXOd be OefW bOaQN.

3.1. Pending Division/Department Approvals:
Name Division/Department Parent Campus

There are no items to displa\

 

3.2. Received Division/Department Approvals:
Name Division/Department Parent Campus

TRAUMA AND CRITICAL CAREDivision USC-Health Sciences (HSC)

SURGERY Department USC-Health Sciences (HSC)

 

3a.3. (HSC Onl\) Other Health Science campus committees that will need to review and
approve this protocol:
Committee Name Committee Chair Approval Memo

There are no items to displa\

 

3a.4. (HSC Onl\) Will the research be conducted through the CTU?

  Yes No
 

       

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

4. T\pe of Stud\ Review
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4.1. POeaVe iQdicaWe Whe W\Se Rf UeYieZ WhaW \RX aUe UeTXeVWiQg fRU WhiV VWXd\:
Expedited Review 
 

4.2. AWWach Whe SURWRcRO RU VSRQVRU'V WePSOaWe iQfRUPed cRQVeQW.  FRU ViPSOe iQYeVWigaWRU
iQiWiaWed VWXdieV, a VeSaUaWe SURWRcRO Pa\ QRW be QeceVVaU\. HRZeYeU, OaUgeU,
cRPSOe[, RU PXOWi-ViWe VWXdieV UeTXiUe a fXOO\ deYeORSed SURWRcRO.  If \RX haYe
TXeVWiRQV cRQWacW Whe IRB Rffice WR diVcXVV.
name Version Modified

TEST Protocol _ History 0.01 6/17/2010 9:29 PM

 

4.3. If there is a sponsor protocol number associated with this file, specif\ it here: 

   

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

4a. T\Se Rf SWXd\ ReYieZ - E[SediWed ReYieZ

ThiV VcUeeQ iV UeTXiUed if \RX aUe UeTXeVWiQg aQ e[SediWed UeYieZ fRU WhiV VWXd\ (QXeVWiRQ 4.1.)

4.1. POeaVe iQdicaWe Whe W\Se Rf UeYieZ WhaW \RX aUe UeTXeVWiQg fRU WhiV VWXd\:
Expedited Review 
 

4a. If \RX checNed e[SediWed UeYieZ, SOeaVe chRRVe Whe aSSOicabOe caWegRU\ fURP Whe OiVW
aQd aWWach \RXU daWa cROOecWiRQ fRUPV beORZ (cOicN RQ Whe abbUeYiaWed caWegRU\ WR
UeceiYe Whe fXOO deVcUiSWiRQ):
 Short Description (click for full desciption)

(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met...

(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture...

(3) Prospective collection of biological specimens for research purposes by noninvasive
means...

(4) Collection of data through noninvasive procedures routinely employed in clinical
practice, excluding procedures involving x-rays or microwaves...

(5) ReVeaUch iQYROYiQg PaWeUiaOV WhaW haYe beeQ cROOecWed, RU ZiOO be cROOecWed
VROeO\ fRU QRQUeVeaUch SXUSRVeV...

(6) Collection of data from voice, video, digital, or image recordings made for research
purposes.

(7) Research on individual or group characteristics or behavior or research employing
survey, interview, oral history, focus group, program evaluation, human factors evaluation,
or quality assurance methodologies...

 

4a.1. SiQce \RX checNed e[SediWed UeYieZ caWegRU\ 5, SOeaVe aWWach a cRS\ Rf Whe
daWa cROOecWiRQ fRUPV, if aSSOicabOe:
name Version Modified

Form A: Screening _ History 0.01 4/30/2010 10:01 PM

Form B: TL Injury Report _ History 0.01 4/30/2010 10:01 PM
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iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

5. Stud\ Location(s)

5.1. Indicate the locations where this stud\ will be conducted b\ the USC/CHLA
investigator(s) (check all that appl\):
 Location

HSC - Health Sciences Associated Locations

UPC - Universit\ Park Associated Locations

CHLA

Other Sites/Institutions (In the US)

Other Sites/Institutions (Outside the US)

 

5.2. (HSC or CHLA onl\) Is this a multi-site stud\?

  Yes No
 

 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

6a. HSC Location(s)

This screen is required if \ou indicated HSC - Health Sciences Associated Locations (Question 5.1.)

6a.1. HSC Locations (check all that appl\):
 Location

LAC+USC Medical Center

LAC+USC Outpatient Clinics

LAC+USC 5P21 Building

USC Ambulator\ Health Center

Keck Hospital of USC

USC Norris Comprehensive Cancer Center

USC Medical School

Dohen\ E\e Institute and Hospital

USC Healthcare Consultation Center I or II

El Monte Comprehensive Health Center *

H. Claude Hudson Comprehensive Center *

Ro\bal Comprehensive Health Center *

Other location (e.g., subjects home, communit\)

 

6a.2. If Other Location, please specif\:
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6a.3. If \oX aUe condXcWing WhiV UeVeaUch in a LAC locaWion, pleaVe Vpecif\ Whe Uoom
nXmbeUV:
Trauma Observation Unit, wards, surgical ICU
 

6a.4. If \oX aUe condXcWing WhiV UeVeaUch aW a locaWion maUked ZiWh an aVWeUiVk "*", pleaVe
aWWach a leWWeU of appUoYal fUom Whe medical diUecWoU.
name Version Modified

There are no items to display
 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

6c. OWheU SiWeV/InVWiWXWionV

This screen is required if \ou indicated Other Sites/Institutions inside or outside the US (Question 5.1.)

6c.1. OWheU SiWeV/InVWiWXWionV (In Whe UniWed SWaWeV):  LiVW all of Whe non-USC/CHLA ViWeV aW
Zhich Whe PUincipal InYeVWigaWoU Zill condXcW Whe VWXd\.
 Site Name Address

There are no items to display

 

6c.2. OWheU SiWeV/InVWiWXWionV (OXWVide Whe UniWed SWaWeV): LiVW Whe inVWiWXWion(V) and
coXnWU\(ieV) aW Zhich Whe PUincipal InYeVWigaWoU Zill condXcW Whe VWXd\.
 Site Name Address Country

There are no items to display

 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

7. InfoUmaWion FoU MXlWi-SiWe SWXd\

This screen is required if \ou indicated this is a multi-site stud\ (Question 5.2.)

7.1. IV Whe cooUdinaWing cenWeU aW HSC, UPC, oU CHLA?

  YeV No
 

7.1.1. If \eV, deVcUibe hoZ Whe infoUmaWion UeleYanW Wo pUoWecWing paUWicipanWV,
inclXding obWaining local IRB appUoYal aW Whe VWXd\ ViWeV, UepoUWing of
Xne[pecWed pUoblemV, pUoWocol modificaWionV, and inWeUim UeVXlWV aUe
managed.
All participating sites will obtain local IRB approval. Unexpected problems will be
reported to the local IRB and to the PI. The PI will also report the unexpected problems
to the IRB. Data from participating centers will be logged anonymously utilizing the
American Association for the Surgery of Trauma ± Multi-Instituional Trials (AAST MIT)
online data entry system. Patients' data will be deidentified, minimizing the risk of
confidentiality loss.
The decision for protocol modifications will be taken by the PI. Any protocol
modifications will take place only after IRB approval at participating institutions.
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IRB appUoYal leWWeUV fUom paUWicipaWing ViWeV Zill be VXbmiWWed aV Voon aV Whe\ aUe
aYailable.
 

7.2. If no, what is the location of the coordinating site?  (If there is no coordinating site,
indicate N/A).

 

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

8. Funding Information

8.1. Are \ou or the institution receiving an\ financial support for the conduct of this
stud\?

  YeV No
 

 

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

9. Methods and Procedures - Selected Descriptors

Note: Each list of items below IS NOT an all-inclusive list of-methods and procedures
available to investigators. The list onl\ includes items that will trigger additional questions
specific to areas of research or are necessar\ for the review process.

9.1. * Social-Behavioral Procedures (check an\ or all that appl\):
 Specific DeVcUipWoU

BehaYioUal ObVeUYaWionV and/oU BehaYioUal E[peUimenWaWion

BehaYioUal InWeUYenWionV

DecepWion

InWeUYieZ/FocXV GUoXpV

PopXlaWion-baVed Field SWXd\

PV\choph\Viological TeVWing

SXUYe\V/QXeVWionnaiUeV/PV\chomeWUic TeVWing

OWheU Social-BehaYioUal PUocedXUeV

None of the above Social-Behavioral Procedures appl\ to this stud\.

 

9.2. * Medical Procedures/Considerations (check an\ or all that appl\):
 Specific DeVcUipWoU

Bioha]aUdoXV SXbVWanceV

ConWUolled SXbVWanceV

EmeUgenc\ TUeaWmenW

Gene TUanVfeU SWXd\

SWem Cell ReVeaUch

MagneWic ReVonance Imaging (MRI)
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InYeVWigaWional/AppUoYed DUXgV and BiologicV
InYeVWigaWional/AppUoYed DeYiceV

RadiaWion e[poVXUe oWheU Whan clinicall\ indicaWed WeVWV and/oU WheUap\

RadionXclideV

SXbVWance AbXVe TUeaWmenW (ZiWh medicaWion)

SXUgeU\

VenipXncWXUe

OWheU Medical PUocedXUeV/ConVideUaWionV

None of the above Medical Procedures/Considerations appl\ to this stud\.

9.3. * Data Collection T\pes (check an\ or all that appl\):
 Specific DeVcUipWoU

Banking of SpecimenV/DaWa (CUeaWion of a UepoViWoU\)

Prospective Collection of Specimens/Data

GeneWic SpecimenV

AXdio/Video RecoUdingV oU PhoWogUaphV

None of Whe aboYe DaWa CollecWion T\peV appl\ Wo WhiV VWXd\.

 

9.4.

 

9.5.

 

* Does this stud\ involve the use of e[isting/retrospective data/specimens?

  YeV No
 

* Is this project a trial of a drug, biologic, or device that is initiated b\ the
investigator?

  YeV No

9.6. Will data from this stud\ be submitted to the NIH Genome-Wide Association Studies
(GWAS) data repositor\?

  YeV No

       

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

10. Characteristics of the Stud\ Subject Population

10.1. What is the ma[imum number of subjects \ou plan to recruit for this site? (Integer
values onl\)
2500
 

10.1.1. If this is a multi-site stud\, indicate the projected total subject accrual.
(Integer values onl\)
4571
 



2/7/12 Print: HS-10-00327 - THE T.E.S.T. STUDY

8/23https://istar.usc.edu/iStar/ResourceAdministration/Project/PrintSmartForms«

10.1.2. Please provide further e[planation of accrual goals, if necessar\.
Based on estimations and for feasibility reasons, the total sample size of evaluable
patients required for the study is 4,571. This sample size will provide
1) An estimate of a 48% sensitivity with a 95% CI and width of �5% (prevalence rate
of 8.4%) and
2) An estimate of a 78% sensitivity with a 95% CI and width of �10% (prevalence rate
of 2.0%)

Please see "Sample size calculation" in the attached protocol.
 

10.2. Indicate the inclusion criteria for enrollment. (HSC: UefeU Wo Vpecific VecWionV of Whe
pUoWocol/gUanW, if applicable)
1) Age >=14
2) Patient is evaluable on clinical examination. This includes:
- Glasgow Coma Scale 15
- Cooperative
- Not intoxicated
- With no distracting injuries
The treating physician will determine whether the patient is evaluable or not. A positive
toxicology screen will not preclude the patient from being enrolled if the treating physician
deems the patient as able to reliably report pain.
3) Blunt mechanism of injury
 

If needed, please upload an\ tables at item 40.1 and reference in the
question above.
 

10.3. Indicate the e[clusion criteria for enrollment. (HSC: UefeU Wo Vpecific VecWionV of Whe
pUoWocol/gUanW, if applicable)
1) Age <14
2) Glasgow Coma Scale < 15
3) Uncooperative
4) Intoxication
5) Mechanism of injury:
- Penetrating
- Burns
- Isolated extremity injuries (e.g. crush injury not involving the torso)
6) Pre-existing paraplegia/tetraplegia
7) Readmission for a reason related to previous injury but not related to spinal pain/injury
8) Injury > 48 hours prior to admission
 

If needed, please upload an\ tables at item 40.1 and reference in the
question above.
 

10.3.1. If there are an\ age, ethnic, language, or gender-based e[clusion criteria,
please provide justification.
Patients younger than 14 years of old will not be enrolled in this study. Cooperation
of pediatric patients for the conduction of physical examination varies widely and
therefore, standardized data collection may not be feasible.
 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0
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11. SWXG\ SXPPDU\
11.1. AEVWUDFW: TKH DEVWUDFW VKRXOG SURYLGH D VLPSOH H[SODQDWLRQ RI WKH VWXG\ DQG VKRXOG

KDYH 1 RU 2 VHQWHQFHV ZULWWHQ WR DGGUHVV HDFK RI WKH IROORZLQJ SRLQWV: EDFNJURXQG
DQG UDWLRQDOH; REMHFWLYHV RU SXUSRVH; VWXG\ SRSXODWLRQ RU VDPSOH FKDUDFWHULVWLFV;
VWXG\ PHWKRGRORJ\; GHVFULSWLRQ RI VWXG\ DUPV (LI DSSURSULDWH); VWXG\ HQGSRLQWV RU
RXWFRPHV; LQWHUYHQWLRQ DQG IROORZ-XS; VWDWLVWLFV DQG SODQV IRU DQDO\VLV.
TKH FULWHULD WR REWDLQ LPDJLQJ RI WKH WKRUDFROXPEDU (TL) VSLQH LQ EOXQW WUDXPD SDWLHQWV KDV QRW
EHHQ ZHOO VWXGLHG DQG UHPDLQV FRQWURYHUVLDO. TKH SXUSRVH RI WKLV VWXG\ LV R GHWHUPLQH ZKLFK
LQMXU\ PHFKDQLVP FKDUDFWHULVWLFV DQG FOLQLFDO ILQGLQJV ZDUUDQW VFUHHQLQJ LPDJLQJ RI WKH TL
VSLQH ZLWK D KLJK VHQVLWLYLW\ EXW DGHTXDWH VSHFLILFLW\ VR WKDW XQQHFHVVDU\ UDGLDWLRQ H[SRVXUH LV
PLQLPL]HG. 
AOO HYDOXDEOH WUDXPD SDWLHQWV VXVWDLQLQJ EOXQW WUDXPD DQG DGPLWWHG WR RQH RI WKH SDUWLFLSDWLQJ
FHQWHUV ZLOO EH FDSWXUHG. TKLV LV D SURVSHFWLYH REVHUYDWLRQDO VWXG\, UHO\LQJ RQ GDWD WKDW LV
FROOHFWHG IRU DOO SDWLHQWV GXULQJ WKH SK\VLFDO H[DPLQDWLRQ RI WKH VSLQH. NR LQWHUYHQWLRQ ZLOO
UHVXOW IURP WKH FRQGXFWLRQ RI WKLV VWXG\. TKH VWXG\ HQGSRLQWV ZLOO EH TL VSLQH LQMXU\.
CRQYHQWLRQDO VWDLVWLFDO PHWKRGV ZLOO EH XVHG WR GHWHUPLQH WKH VHQVLWLYLW\ DQG VSHFLILFLW\ RI
FOLQLFDO H[DPLQDWLRQ DQG WR GHWHUPLQH IDFWRUV WKDW VKRXOG WULJJHU IXUWKHU HYDOXDWLRQ RI WKH TL
VSLQH ZLWK LPDJLQJ VWXGLHV.
 

11.2. RHVHDUFK REMHFWLYHV DQG EDFNJURXQG

11.2.1. DHVFULEH WKH VSHFLILF REMHFWLYHV RU DLPV RI WKH VWXG\ DQG K\SRWKHVHV RU
UHVHDUFK TXHVWLRQV. (HSC: UefeU Wo Vpecific VecWionV of Whe pUoWocol/gUanW, if
applicable)
TKHUH LV D ODFN RI HYLGHQFH EDVHG GDWD WR VXSSRUW D GLDJQRVWLF DOJRULWKP WKDW FDQ
GHWHUPLQH ZKLFK SDWLHQWV ZLOO UHTXLUH LPDJLQJ RI WKH TL VSLQH. TKH SXUSRVH RI WKLV
SURVSHFWLYH REVHUYDWLRQDO VWXG\ LV WR GHWHUPLQH ZKLFK LQMXU\ PHFKDQLVP
FKDUDFWHULVWLFV DQG FOLQLFDO ILQGLQJV ZDUUDQW VFUHHQLQJ LPDJLQJ RI WKH TL VSLQH ZLWK D
KLJK VHQVLWLYLW\ EXW DGHTXDWH VSHFLILFLW\ VR WKDW XQQHFHVVDU\ UDGLDWLRQ H[SRVXUH LV
PLQLPL]HG. TKLV ZLOO DOORZ IRU WKH GHYHORSPHQW RI HYLGHQFH EDVHG JXLGHOLQHV IRU WKH
HYDOXDWLRQ RI WKH TL VSLQH. OXU REMHFWLYH LV WR LGHQWLI\ FOLQLFDO ILQGLQJV DQG
PHFKDQLVP FKDUDFWHULVWLFV WKDW ZLOO HQVXUH D KLJK VHQVLWLYLW\ DQG VSHFLILFLW\ IRU WKH
GHWHFWLRQ RI TL VSLQH LQMXULHV. 
 

11.2.2. PURYLGH D VXPPDU\ RI WKH EDFNJURXQG RI WKH VWXG\, DQG H[SODLQ KRZ WKLV
UHVHDUFK ZLOO FRQWULEXWH WR H[LVWLQJ NQRZOHGJH.  DHVFULEH SUHYLRXV ZRUN
WKDW SURYLGHV D EDVLV WR VKRZ WKDW WKH SURSRVHG UHVHDUFK FDQ EH FDUULHG
RXW ZLWKRXW XQGXH ULVN WR KXPDQ VXEMHFWV.  IQFOXGH UHOHYDQW FLWDWLRQV. (HSC:
UefeU Wo Vpecific VecWionV of Whe pUoWocol/gUanW, if applicable)
TUDXPDWLF IUDFWXUH RI WKH WKRUDFROXPEDU VSLQH LV D FRPPRQ VHTXHODH RI VHYHUH EOXQW
IRUFH WUDXPD.1 TKHVH LQMXULHV DUH KLJKO\ FOLQLFDOO\ VLJQLILFDQW, DVVRFLDWHG ZLWK ERWK
SRRU VKRUW- DQG ORQJ-WHUP RXWFRPHV2 DQG KDYH EHHQ VKRZQ WR GLUHFWO\ LPSDFW
KHDOWK-UHODWHG TXDOLW\ RI OLIH.3 TKH HDUO\ GHWHFWLRQ RI WKRVH DW KLJKHVW ULVN IRU
IUDFWXUHV RI WKH WKRUDFROXPEDU (TL) VSLQH LV LPSRUWDQW QRW RQO\ IRU VWDELOL]DWLRQ DQG
WKH SUHYHQWLRQ RI QHXURORJLF GHWHULRUDWLRQ, EXW DOVR IRU RSWLPL]LQJ UHVRXUFH XWLOL]DWLRQ
E\ DSSURSULDWHO\ VHOHFWLQJ RXW SDWLHQWV ZKR UHTXLUH CT VFDQQLQJ, DV PRGHUQ
WUHDWPHQW DOJRULWKPV UHTXLUH WKH XWLOL]DWLRQ RI DGYDQFHG LPDJLQJ GDWD IRU WKH
GHYHORSPHQW RI RSWLPDO WUHDWPHQW SODQV.4-6
TKH GHYHORSPHQW RI HIIHFWLYH FOLQLFDO VFUHHQLQJ FULWHULD KRZHYHU, IRU UHOLDEO\
LGHQWLI\LQJ WKRVH DW JUHDWHVW ULVN IRU TL VSLQH IUDFWXUHV DQG WKHUHIRUH UHTXLUH
LPDJLQJ, UHPDLQV D FKDOOHQJH. AOWKRXJK SUDFWLFH JXLGHOLQHV IRU FOHDUDQFH RI WKH
FHUYLFDO VSLQH IROORZLQJ EOXQW WUDXPD XWLOL]LQJ WKH NEXUS7 RU CDQDGLDQ C-VSLQH
RXOHV8 KDYH EHHQ ZHOO YDOLGDWHG, WKH GHYHORSPHQW RI VLPLODU DSSURDFKHV IRU LQMXULHV
RI WKH WKRUDFROXPEDU UHJLRQ KDV SURYHQ GLVDSSRLQWLQJ.9-11 TR GDWH, QR VLQJOH
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VFUHHQLQJ WHVW RU FRQVWHOODWLRQ RI ILQGLQJV RQ KLVWRU\ RU FOLQLFDO H[DPLQDWLRQ KDV
GHPRQVWUDWHG DGHTXDWH VHQVLWLYLW\ IRU WKH GHWHFWLRQ RI WKHVH LQMXULHV.
RHFHQWO\, RXU UHVHDUFK JURXS FRPSOHWHG D SURVSHFWLYH REVHUYDWLRQ WULDO DLPLQJ WR
GHWHUPLQH WKH VHQVLWLYLW\ DQG VSHFLILFLW\ RI D SURWRFROL]HG, VWUXFWXUHG FOLQLFDO
H[DPLQDWLRQ IRU WKH HYDOXDWLRQ RI WKH WKRUDFROXPEDU VSLQH LQ WUDXPD SDWLHQWV LQMXUHG
DIWHU EOXQW WUDXPD. TKH UHVXOWV RI WKLV VWXG\ GHPRQVWUDWHG WKDW FOLQLFDO H[DPLQDWLRQ
DV D VWDQG-DORQH VFUHHQLQJ WRRO IRU HYDOXDWLRQ RI WKH WKRUDFROXPEDU VSLQH ZDV
LQDGHTXDWH, ZLWK D VHQVLWLYLW\ RI RQO\ 48.2% IRU DOO IUDFWXUHV DQG 78.4% IRU FOLQLFDOO\
VLJQLILFDQW IUDFWXUHV, UHTXLULQJ RSHUDWLYH LQWHUYHQWLRQ RU WKRUDFROXPEDU VSLQH RUWKRVLV
(TLSO). IQ WKLV VHULHV KRZHYHU, DOO RI WKH FOLQLFDOO\ VLJQLILFDQW PLVVHG IUDFWXUHV ZHUH
GLDJQRVHG RQ CT REWDLQHG IRU HYDOXDWLRQ RI WKH YLVFHUDO WRUVR. 
A FRPELQDWLRQ RI ERWK FOLQLFDO H[DPLQDWLRQ DQG CT VFUHHQLQJ EDVHG RQ PHFKDQLVP
ZLOO OLNHO\ EH UHTXLUHG WR HQVXUH DGHTXDWH VHQVLWLYLW\ ZLWK DQ DFFHSWDEOH VSHFLILFLW\ IRU
WKH GLDJQRVLV RI FOLQLFDOO\ VLJQLILFDQW LQMXULHV RI WKH WKRUDFROXPEDU VSLQH. FXUWKHU
UHVHDUFK LV ZDUUDQWHG, WDUJHWLQJ WKH DW ULVN SDWLHQW ZLWK D QHJDWLYH FOLQLFDO
H[DPLQDWLRQ, WR GHWHUPLQH ZKDW LQMXU\ PHFKDQLVPV ZDUUDQW HYDOXDWLRQ ZLWK D
VFUHHQLQJ CT.

RHIHUHQFHV:
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12. Methods and Procedures - Prospective Studies

12.1. DeVcUibe iQ deWaiO Whe deVigQ aQd PeWhRdRORg\ Rf Whe VWXd\.  If aSSOicabOe, iQcOXde
iQfRUPaWiRQ RQ VWUaWificaWiRQ RU UaQdRPi]aWiRQ SOaQV.  IdeQWif\ aQd diVWiQgXiVh
beWZeeQ WhRVe SURcedXUeV WhaW aUe VWaQdaUd Rf caUe aQd WhRVe WhaW aUe
e[SeUiPeQWaO.  IQcOXde Whe fUeTXeQc\ aQd dXUaWiRQ Rf each acWiYiW\ aQd Whe WRWaO
OeQgWh Rf VXbjecW SaUWiciSaWiRQ. (HSC: UefeU Wo Vpecific VecWionV of Whe pUoWocol/gUanW, if
applicable)
This is a multicenter, prospective study that is observational and non-randomized. All patients
admitted to the participating trauma centers meeting inclusion criteria will be eligible for
enrollment in this study. Data capture will begin immediately after admission and will include a
standardized clinical examination, directed imaging and follow-up throughout the entire
hospital stay.
It is expected that both male and female subjects age 14 and older that have been injured
due to a blunt mechanism will be enrolled. A non-enrolled patient log will be kept to evaluate
for any selection bias that may occur. Up to 3,500 patients will be enrolled from up to 8
centers. In Phase I, 700 patients will be enrolled for a futility assessment. In Phase II, subjects
will be enrolled to meet the total number of subjects required, based on the power analysis.
 

If needed, please upload an\ tables at item 40.1 and reference in the question
above.

 
 

12.2. PURYide a deWaiOed deVcUiSWiRQ Rf Whe SOaQQed daWa cROOecWiRQ, VSecific RXWcRPeV,
aQd cUiWeUia fRU eYaOXaWiRQ aQd eQdSRiQW defiQiWiRQ. (HSC: UefeU Wo Vpecific VecWionV of
Whe pUoWocol/gUanW, if applicable)
All data will be logged utilizing the American Association for the Surgery of Trauma ± Multi-
Instituional Trials (AAST MIT) online data entry system. 
Data collection will be biphasic. A screening form (Form A) with a recorded study number will
be completed for all admitted patients to all participating centers. Completion of the first
portion of this form will determine whether the subject meets inclusion criteria or not. If not,
then the remaining data points in the form will not be completed. These subjects however, will
be assigned a study number that will be recorded on the form. This procedure will determine
the number of excluded subjects and the reason for exclusion. 
If the patient fulfills inclusion criteria, then the second portion of the form will be completed.
This portion includes basic demographic data, details of the injury mechanism and the results
of the structured clinical examination of the TL spine. At discharge, Form B will be completed,
recording data on any acute TL spine injuries detected during the hospital stay, as well as the
treatments provided.
 

If needed, please upload an\ tables at item 40.1 and reference in the question
above.
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12.3. Describe the statistical considerations for the stud\, how the sample si]e was
determined, and how the results will be anal\]ed, if applicable. (HSC: UefeU Wo Vpecific
VecWionV of Whe pUoWocol/gUanW, if applicable)
A SUHYLRXV VWXG\ IURP WKLV LQVWLWXWLRQ KDV GHPRQVWUDWHG WKDW WKH LQFLGHQFH RI WKRUDFROXPEDU
VSLQH LQMXULHV LQ HYDOXDEOH SDWLHQWV DGPLWWHG IROORZLQJ EOXQW WUDXPDWLF LQMXU\ LV 8.4%. BDVHG RQ
WKLV, IRU WKH VWXG\ WR EH SRZHUHG IRU DQ RGGV UDWLR RI 3, ZLWK DQ DOSKD RI 0.05, DQG D PRZHU RI
80% (B = 0.20), D VDPSOH VL]H RI DSSUR[LPDWHO\ 3,500 VXEMHFWV ZLOO EH UHTXLUHG.
DDWD ZLOO EH DQDO\]HG E\ FRQYHQWLRQDO VWDWLVWLFDO PHWKRGV WR GHWHUPLQH WKH VHQVLWLYLW\ DQG
VSHFLILFLW\ RI FOLQLFDO H[DPLQDWLRQ DQG LQMXU\ PHFKDQLVPV LQ LGHQWLI\LQJ WKRVH DW ULVN IRU D TL
VSLQH LQMXU\.
 

If needed, please upload an\ tables at item 40.1 and reference in the question
above.

 
 

LSWDU ID: HS-10-00327 ASSOLFDWLRQ VHUVLRQ DDWH:9/20/2011
VHUVLRQ:2.0

22. Special Subject Populations

22.1. Special Subject Populations (Check all that appl\).
 PRSXODWLRQ

NRUPDO VROXQWHHUV

EPSOR\HHV

SWXGHQWV

AGXOWV QRW CRPSHWHQW WR CRQVHQW

Non-English Speaking Populations

MLQRUV (VXEMHFWV XQGHU 18 \HDUV RI DJH)

PUHJQDQW WRPHQ, HXPDQ FHWXVHV, RU NHRQDWHV

PULVRQHUV/DHWDLQHHV

WDUGV

NRQH RI WKH DERYH

 

LSWDU ID: HS-10-00327 ASSOLFDWLRQ VHUVLRQ DDWH:9/20/2011
VHUVLRQ:2.0

23. Subject Identification and Stud\ Resources

23.1. Describe the method(s) b\ which subjects will be identified, eligibilit\ will be
determined, and b\ whom.
AGXOW EOXQW WUDXPD SDWLHQWV WKDW XQGHUJR WKH LQLWLDO ED HYDOXDWLRQ E\ WKH RQ FDOO WUDXPD WHDP
ZLOO EH LGHQWLILHG E\ WKH DSSURSLDWH UHVHDUFK SHUVRQHO. ED H[DPLQDWLRQ DQG LPDJLQJ ILQGLQJV
ZLOO EH GRFXPHQWHG RQ WKH GDWD FROOHFWLRQ VKHHWV. NR SDWLHQW LQWHUYHQWLRQ RU FRQWDFW LV
H[SHFWHG DV D UHVXOW RI WKLV VWXG\ EHLQJ GRQH.
 

23.2. Describe the time the investigators have available to conduct and complete the
research and justif\ that it is sufficient.
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The VWXd\ cRRUdiQaWRU aQd Whe cR-iQYeVWigaWRUV aUe fXOO WiPe dedicaWed UeVeaUch feOORZV ZiWh
VXfficieQW WiPe WR cRPSOeWe Whe VWXd\.
 

23.3. Describe the staff and justif\ the\ are adequate in number and qualifications. If this
stud\ involves interviews, focus groups and/or assessments, please also identif\
the specific members of the stud\ team responsible for conducting the
interviews/focus groups and/or administering the assessments in \our response.
The VWXd\ cRRUdiQaWRU aQd cR-iQYeVWigaWRUV aUe fXOO WiPe dedicaWed UeVeaUcheUV, ZiWh XS WR
daWe UeVeaUch ceUWificaWiRQV, WheUefRUe beiQg adeTXaWe iQ QXPbeU aQd TXaOificaWiRQV.
 

23.4. Describe the stud\ facilities and justif\ the\ are adequate.
ThiV SURVSecWiYe RbVeUYaWiRQaO VWXd\ ZiOO be cRQdXcWed iQ Whe WUaXPa RbVeUYaWiRQ XQiW, beiQg
adeTXaWe aQd VXfficieQW fRU WhiV VWXd\.
 

23.5. Describe how staff and others will receive necessar\ information and training to
assist in the conduct of this stud\.
DaWa cROOecWiRQ ZiOO be SeUfRUPed b\ Whe VWXd\ cRRUdiQaWRU aQd cR-iQYeVWigaWRU. AOO SaUWiciSaQWV
haYe e[aPiQed PeWicXORXVO\ Whe VWXd\ UeVeaUch SURWRcRO aQd aUe fXOO\ aZaUe Rf WheiU dXWieV.
 

iSWaU ID: HS-10-00327 ASSOicaWiRQ VeUViRQ DaWe:9/20/2011
VeUViRQ:2.0

24. Subject Recruitment

24.1. Recruitment Tools (Check all that appl\):
 TRRO

E-PaiO/EOecWURQic MaiOiQg LiVW

FO\eUV

LeWWeUV

NeZVSaSeU/Maga]iQe AdYeUWiVePeQWV

RadiR/TeOeYiViRQ AQQRXQcePeQWV

SXbjecW RU PaUWiciSaQW PRRO

TeOeShRQe ScUiSWV

VeUbaO (PeUVRQaO SROiciWaWiRQ)

WebViWe

OWheU

None of the above

 

24.1.1. If Other Recruitment Tool, please specif\:

 

24.2. Attach copies of all recruitment tools indicated above.
QaPe VeUViRQ MRdified

TheUe aUe QR iWePV WR diVSOa\
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24.3. DHVFULEH LQ GHWDLO DOO UHFUXLWPHQW VWUDWHJLHV IRU HDFK SDUWLFLSDQW JURXS (LQFOXGLQJ
FRQWUROV)LQYROYHG LQ WKLV VWXG\.  E[SODLQ ZKR ZLOO DSSURDFK WKH SDUWLFLSDQWV, KRZ DQG
ZKHQ WKH SDUWLFLSDQWV ZLOO EH DSSURDFKHG, DQG ZKDW ZLOO EH VDLG.
PaWienWV Zill be idenWified b\ Whe UeVeaUch felloZV and infoUmaWion UegaUding clinical
e[aminaWion and imaging UeVXlWV Zill be UecoUded. No inWeUYenWionV aUe e[pecWed aV a UeVXlW of
WhiV VWXd\ being done. DeciVion making Zill be made Volel\ b\ Whe WUeaWing ph\Vician. No
conVenW Zill be VoXghW. 
 

24.4. WKDW PHDVXUHV ZLOO EH WDNHQ GXULQJ WKH UHFUXLWPHQW DQG FRQVHQW SURFHVV WR
VDIHJXDUG DJDLQVW SRWHQWLDO FRHUFLRQ RU WKH DSSHDUDQFH RI FRHUFLRQ?
ThiV iV a pUoVpecWiYe obVeUYaWional VWXd\. No inWeUYenWion Zill be peUfoUmed and no deciVion
making Zill be made b\ Whe UeVeaUch felloZV conceUning Whe caUe of Whe paWienW. No conVenW
Zill be obWained, WheUefoUe no coeUcion iV e[pecWed.
 

24.5. (HSC OQO\) DHVFULEH DQ\ FRPSHWLQJ SURWRFROV RI ZKLFK \RX DUH DZDUH DQG KRZ
LVVXHV RI VXEMHFW VHOHFWLRQ DQG UHFUXLWPHQW ZLOO EH DGGUHVVHG.
No VXch pUoWocolV e[iVW.

 

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

25. FLQDQFLDO OEOLJDWLRQ DQG CRPSHQVDWLRQ

25.1. FLQDQFLDO OEOLJDWLRQ: DHVFULEH DQ\ ILQDQFLDO REOLJDWLRQV WKDW WKH VXEMHFW PD\ LQFXU DV
D UHVXOW RI SDUWLFLSDWLQJ LQ WKH VWXG\.  IQGLFDWH ZKLFK FRVWV ZLOO EH FRYHUHG E\ WKH
VWXG\.
PaUWicipanWV Zill noW be VXbjecWV Wo an\ financial obligaWionV UelaWed Wo paUWicipaWing in WhiV
VWXd\.
 

25.2. PD\PHQW IRU PDUWLFLSDWLRQ: DHVFULEH KRZ PXFK, LI DQ\, ILQDQFLDO RU RWKHU IRUP RI
FRPSHQVDWLRQ ZLOO EH SURYLGHG WR WKH VXEMHFW/IDPLO\.  DHVFULEH WKH UHTXLVLWH
FRQGLWLRQV WKDW PXVW EH IXOILOOHG WR UHFHLYH IXOO RU SDUWLDO FRPSHQVDWLRQ.  DHVFLEH WKH
SURSRVHG PHWKRG RI WLPLQJ DQG GLVEXUVHPHQW.  II FKLOGUHQ DUH LQYROYHG, SOHDVH
VSHFLILFDOO\ DGGUHVV KRZ WKH FRPSHQVDWLRQ ZLOO EH GLVWULEXWHG WR FKLOGUHQ.
The VXbjecW oU Whe famil\ Zill noW be financiall\ compenVaWed b\ Whe paUWicipaWion in WhiV VWXd\.
 

25.3. EPHUJHQF\ CDUH, IQMXU\ DQG CRPSHQVDWLRQ IRU IQMXU\: FRU VWXGLHV RI JUHDWHU WKDQ
PLQLPDO ULVN, LI SDUWLFLSDQWV UHTXLUH FDUH, PHGLFDO VHUYLFHV, RU SV\FKRORJLFDO
VHUYLFHV DV D FRQVHTXHQFH RI WKH UHVHDUFK, WKR ZLOO SURYLGH WKLV FDUH?  II
DSSOLFDEOH, GHVFULEH ZKR ZLOO SD\ IRU UHVHDUFK-UHODWHG LQMXULHV.
The VWXd\ deVign doeV noW inclXde an\ WUeaWmenW modaliW\ oWheU Whan Whe VWandaUd of caUe,
WheUefoUe no UeVeaUch UelaWed injXUieV oU inWeUYenWionV aUe e[pecWed. ShoXld an injXU\ occXU
dXUing Whe VWXd\ peUiod dXe Wo one of Whe cXUUenWl\ accepWed VWandaUdV of caUe appUopUiaWe
WUeaWmenW Zill be pUoYided Wo Whe paWienW b\ Whe WUeaWing ph\Vician.
 

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

26. PDUWLFLSDQW PULYDF\ DQG DDWD CRQILGHQWLDOLW\
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26.1. Describe the provisions to protect the privac\ of the individual during screening,
consenting, and conduct of the research. (e.g. conVenWing/VcUeening VXbjecWV in a pUiYaWe
office oU aUea YeUVXV a bXV\ hoVpiWal ZaiWing Uoom). NOTE: See gXidance link foU definiWion of
pUiYac\ and e[ampleV.
All data will be collected through the data collection form. Patient information will be coded
and a log of enrolled patients will be kept in a safe closet protected with multiple physical locks
at the PI office. The patients names will be kept anonymous to the greatest extent possible
through the use of case numbers at all times possible. As soon as the patient is discharged,
all data will be logged anonymously utilizing the American Association for the Surgery of
Trauma ± Multi-Instituional Trials (AAST MIT) online data entry system and identifiers that are
kept for the purpose of in-hospital follow up will be immediately destroyed.
 

26.2. How will the data be recorded to protect personal confidentialit\ (select one)?
Coded (Data will be linked to subjects with a code)
 

26.2.1. If Other is selected, please specif\.

 

26.3. How will the data be recorded and stored?  Please specif\ the ph\sical location and
describe how data will be secured to protect confidentialit\.
All the information will be coded and locked in the principal investigators office (IPT, room
C5L100) in a secure cabinet. A separate file containing a code table that links the patient
identifiers to the study numbers will be locked in a separate cabinet . Only the investigators
will be allowed access to this information. Patient confidentiality will be maintained to the
extent provided by the law. As soon as the patient is discharged, all data will be logged
anonymously utilizing the American Association for the Surgery of Trauma ± Multi-Instituional
Trials (AAST MIT) online data entry system and identifiers that are kept for the purpose of in-
hospital follow up will be immediately destroyed.
 

26.4. Who, other than the specified stud\ team, will have access to the stud\ records or
data?  Specif\ their name, role and affiliation.  Do not list stud\ personnel alread\
listed on screen 2.
 Name Role Affiliation

There are no items to display

 

26.5. If coded or identified data will be released, specif\ the persons, agencies to whom
the information will be released.  Please also indicate the provisions that will be
taken to assure that the transmission of the data will maintain confidentialit\.
The protected health information will not be released to any agencies or persons. The coded
data will only be available to investigators. 
 

26.6. Describe what will happen to the data or data set, when the stud\ is completed. 
Please indicate \our plans for destruction of identifiers at the earliest opportunit\
consistent with the conduct of the research and/or clinical needs, if applicable.
As soon as the patient is discharged, all data will be logged anonymously utilizing the
American Association for the Surgery of Trauma ± Multi-Instituional Trials (AAST MIT) online
data entry system and identifiers that are kept for the purpose of in-hospital follow up will be
immediately destroyed.
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26.7. Will a Certificate of Confidentialit\ be obtained for this stud\?

  YeV No
 

     

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

27. Risk/Benefit Assessment - Risks

27.1. Risk classification for this stud\ (select one).
Minimal RiVk
 

27.2. Risks, Discomforts and Potential Harms: Describe the risks associated with each
intervention.  Include consideration of ph\sical, ps\chological, social, and other
factors.  If data are available, estimate the probabilit\ that a given harm ma\ occur
and the potential reversibilit\. (HSC: UefeU Wo Vpecific VecWionV of Whe pUoWocol/gUanW, if
applicable)
ThiV pUoVpecWiYe obVeUYaWional VWXd\ poVeV no moUe Whan minimal UiVk Wo Whe paWienW becaXVe
no inWeUYenWion oU clinical deciVion Zill be done b\ Whe UeVeaUcheUV. All managemenW deciVionV
and paWienW caUe Zill be aW Whe diVcUeWion of Whe aWWending VXUgeon and Zill noW be affecWed b\
Whe UeVeaUch. PoVVible UiVkV inclXde loVV of confidenWialiW\.
 

If needed, please upload an\ tables at item 40.1 and reference in the question
above.
 

27.3. Describe the precautions that will be taken to minimi]e risks/harms. (HSC: UefeU Wo
Vpecific VecWionV of Whe pUoWocol/gUanW, if applicable)
All Whe infoUmaWion Zill be coded and locked in Whe pUincipal inYeVWigaWoU'V office (IPT, Uoom
C5L100 aW LAC+ USC GH ) in a VecXUe cabineW. Onl\ Whe inYeVWigaWoUV Zill be alloZed acceVV
Wo WhiV infoUmaWion. PaWienW confidenWialiW\ Zill be mainWained Wo Whe e[WenW pUoYided b\ Whe laZ.
 

If needed, please upload an\ tables at item 40.1 and reference in the question
above.
 

27.4. Data Safet\ Monitoring Plan: Describe who will monitor the studies for the safet\ of
the participants (investigators, sponsor, independent monitor, DSMB, etc). Provide
a plan ( Monitoring provisions) which  ma\ include information on: the t\pe of data
or events to be captured, who is responsible for monitoring data related to
unanticipated problems and adverse events, time frames for reporting adverse
events and unanticipated problems to the monitoring entit\, the frequenc\ of
assessments of data / events captured b\ monitoring, specific triggers or stopping
rules that dictate when an action is required, and procedures for communicating to
the IRB, sponsor, investigator, and other appropriate officials the outcome of the
reviews b\ the monitoring entit\.
In Whe eYenW of XnanWicipaWed pUoblemV \oX Zill noWif\ Whe IRB. DaWa VafeW\ moniWoUing Zill be
Whe UeVponVibiliW\ of Whe PUincipal inYeVWigaWoU
 

 

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0
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28. RiVk/BenefiW Anal\ViV - PoWenWial BenefiWV and
AlWeUnaWiYeV
28.1. DeVcUibe an\ poWenWial foU diUecW benefiWV Wo paUWicipanWV in Whe VWXd\. TheUe ma\ be

no diUecW benefiWV.
The participants in this stud\ will not directl\ benefit from their participation
 

28.2. DeVcUibe poWenWial benefiWV Wo VocieW\, if an\.
The results of this stud\ ma\ lead to decrease in the number of imaging studies ordered for
patients with TL spine injur\ and make the evaluation of such injuries using onl\ clinical signs
and injur\ mechanism data ver\ reliabale and safe.
 

28.3. WhaW aUe Whe alWeUnaWiYeV Wo paUWicipaWion? (ThiV coXld inclXde noW paUWicipaWing in
Whe VWXd\)
The patients will get the appropriate treatment for their injur\ even if the\ do not participate in
the stud\. 

Patients will be managed b\ the trauma Staff according to the current standards of care. No
clinical decision or intervention will be performed b\ the researchers or as a result of this
stud\ being conducted. 
 

28.4. RiVk/BenefiW Anal\ViV: ThiV anal\ViV VhoXld indicaWe if Whe UiVkV Wo VXbjecWV aUe
UeaVonable in UelaWion Wo Whe benefiWV (if an\) Wo Whe VXbjecWV and Whe benefiW oU
impoUWance of Whe knoZledge e[pecWed Wo UeVXlW.
Benefit outweighs risk.
 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

29. InfoUmed ConVenW and WaiYeUV

29.1. * IndicaWe Whe W\peV of conVenW WhaW Zill be inYolYed in WhiV VWXd\ (check all WhaW
appl\):
 Consent T\pe

Written/signed consent b\ the subject

Written/signed consent b\ a legall\ authori]ed representative (for an adult)

Written/signed permission for a minor b\ a parent or legal guardian

Written/signed assent b\ a minor

Verbal consent or written information sheet

ConVenW Zill noW be obWained foU WhiV VWXd\

 

29.1.1. AWWach copieV of all of Whe infoUmed conVenW/aVVenW, infoUmaWion VheeW,
YeUbal VcUipW, and VWaWemenWV of neZ infoUmaWion/findingV docXmenWV WhaW
Zill be XVed foU WhiV VWXd\.
name Version Modified

There are no items to displa\
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IRB Informed Consent Templates and Forms
 

29.2. * Waivers: If you are applying for any waivers of consent (check all that apply).
 Waiver Type

Waiver of consent

Waiver of assent

Waiver of parental permission

Waiver of written or signed consent (i.e., information sheets, telephone consent, verbal
script)

I am not applying for a waiver

 
Note: Waivers of consent are not applicable if the research is subject to FDA
regulations, except the following.

FDA Exception from general requirements:

1. Waivers of Informed Consent in FDA-regulated studies are permissible in
case of life-threatening situations, inability to communicate, not sufficient
time and no alternative method, even if research presents more than minimal
risk [21CFR50.23];

2. If the study satisfies the requirements under 21CFR50.24 ³Exception from
Informed Consent Requirements for Emergency Research.´

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

31. Waiver of Consent

This screen is required if \ou indicated \ou are requesting a Waiver of Consent (Question 29.2.)

If you are applying for a waiver of informed consent, per 45 CFR 46.116 (d), answer ALL the
following questions:

31.1. Explain why the research involves no more than minimal risk to the subjects.
This is an observational study with all patient care decisions being made by the clinical team.
Inclusion in the study will not directly impact any of the patient care. Patient data will be coded.
The key to the code linking the patient identifiers to the study numbers will be kept in a
separate file and will be locked in cabinet to ensure confidentiality. This study poses no risk to
patients. The waiver of consent is warranted based on the following:
1. A subject¶s participation does not involve additional medial risk since no medical care is
being offered for study participation.
2. There is minimal risk of a breach in confidentiality associated with the collection of data
variables for the purpose of this study and specific standardized measures will be taken to
mitigate this risk.
3. The data obtained from this study will contribute to the evidence-driven practice that, by its
nature, is beneficial for future patients sustaining TL spine injuries.
 

31.2. Explain why the waiver or alteration will not adversely affect the rights and welfare
of the subjects.
The rights and welfare of the subjects will not be affected by this prospective observational
study. No interventions will be performed on the participants, all decisions will be taken by
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DWWHQGLQJ VXUJHRQ. 

NR LQWHUYHQWLRQ RU GHFLVLRQ ZLOO EH GRQH E\ WKH UHVHDUFKHUV WKHUHIRUH SRVLQJ QR PRUH WKDQ
PLQLPDO ULVN WR WKH SDWLHQW.

 

31.3. E[plain Zh\ Whe UeVeaUch coXld noW pUacWicabl\ be caUUied oXW ZiWhoXW Whe ZaiYeU oU
alWeUaWion.
TKH VWXG\ GHVLJQ LV EDVHG RQ SK\VLRORJLF GDWD FROOHFWHG RQ UHJXODU EDVLV IRU WKLV W\SH RI
LQMXULHV. NR LQWHUYHQWLRQ ZLOO EH SHUIRUPHG DQG QR FKDQJH LQ SDWLHQW PDQDJHPHQW ZLOO RFFXU DV
D UHVXOW RI WKLV VWXG\ EHLQJ FRQGXFWHG. CRQVHQW IRU WKLV VWXG\ PD\ GHOD\ DSSURSULDWH
LQWHUYHQWLRQ E\ WKH WUDXPD WHDP PHPEHUV. IQ DGGLWLRQ, REWDLQLQJ DQ LQIRUPHG FRQVHQW IURP
RYHU 3,500 SDWLHQWV PD\ QRW EH IHDVLEOH DQG PD\ PDNH WKLV VWXG\ LPSRVVLEOH WR FRPSOHWH.
LDVWO\, VHQVLWLYLW\ DQG VSHFLILFLW\ RI FULWHULD WKDW DUH H[SHFWHG WR EH DSSOLHG XQLYHUVDOO\ WR DOO
HYDOXDEOH EOXQW WUDXPD SDWLHQWV, VKRXOG EH EDVHG RQ HYDOXDWLRQ RI DOO SDWLHQWV, ZLWKRXW
H[FOXVLRQ RI WKRVH ZKR PD\ QRW FRQVHQW.
 

31.4. E[plain hoZ ZheneYeU appUopUiaWe, Whe VXbjecWV Zill be pUoYided ZiWh addiWional
peUWinenW infoUmaWion afWeU paUWicipaWion.  (e.g., an infoUmaWion VheeW).
SXEMHFWV ZLOO QRW EH SURYLGHG ZLWK DGGLWLRQDO LQIRUPDWLRQ DIWHU SDUWLFLSDWLRQ.
 

LSWDU ID: HS-10-00327 ASSOLFDWLRQ VHUVLRQ DDWH:9/20/2011
VHUVLRQ:2.0

35. IV Whe HIPAA PUiYac\ RXle Applicable?

35.1. Do \oX inWend Wo acceVV, XVe oU diVcloVe pUoWecWed healWh infoUmaWion (PHI) in oUdeU
Wo abVWUacW medical UecoUd daWa (eYen if \oX aUe de-idenWif\ing Whe daWa abVWUacWed),
idenWif\ poWenWial paUWicipanWV oU Wo condXcW \oXU UeVeaUch?

  YeV NR
 

35.2. If YeV, do \oX inWend Wo XVe daWa WhaW conWainV an\ of Whe 18 elemenWV defined b\
HIPAA aV idenWifieUV (liVWed beloZ), in \oXU UeVeaUch?

  YeV NR
 

TKH HIPAA PULYDF\ RXOH UHJXODWLRQV [45 CFR 164.514(E)] OLVWV 18 VSHFLILF HOHPHQWV WKDW DUH
FRQVLGHUHG WR EH SHUVRQDO LGHQWLILHUV. TKH OLVW LQFOXGHV:

NDPH/IQLWLDOV
SWUHHW DGGUHVV, FLW\*, FRXQW\*, SUHFLQFW*, ]LS
FRGH*, RU HTXLYDOHQW JHRFRGHV*
AOO HOHPHQWV RI GDWHV (H[FHSW \HDU) GLUHFWO\
UHODWHG WR DQ LQGLYLGXDO (GDWH RI ELUWK,
DGPLVVLRQ GDWH, GLVFKDUJH GDWH, GDWH RI
GHDWK)*
EOHPHQWV RI GDWH, LQFOXGLQJ \HDU, IRU SHUVRQV
90 RU ROGHU
THOHSKRQH QXPEHU
FD[ QXPEHU
EOHFWURQLF PDLO DGGUHVV
SRFLDO SHFXULW\ NXPEHU
MHGLFDO UHFRUG QXPEHU

HHDOWK SODQ LGHQWLILFDWLRQ
QXPEHU
AFFRXQW QXPEHU
CHUWLILFDWH/OLFHQVH QXPEHU
VHKLFOH LGHQWLILHUV DQG VHULDO
QXPEHUV, LQFOXGLQJ OLFHQVH
SODWH QXPEHU
DHYLFH LGHQWLILHUV DQG VHULDO
QXPEHU
WHE DGGUHVVHV (URLV);
IQWHUQHW IP DGGUHVVHV
BLRPHWULF LGHQWLILHUV, LQFOXGLQJ
ILQJHU DQG YRLFH SULQW
FXOO IDFH SKRWRJUDSKLF LPDJHV
DQG DQ\ FRPSDUDEOH LPDJHV
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An\ other unique identif\ing
number, characteristic or code

35.3. Are you only going to obtain data marked with an asterisk (*)?  If so, you may be able
to obtain or use such health information from a healthcare provider for research
purposes without an authorization under the HIPAA privacy rules regarding ³limited
data sets´.  If applicable, attach a copy of the signed Data Use Agreement below.
name Version Modified

There are no items to displa\

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

36. HIPAA Analysis

This screen is onl\ required if \ou indicated HIPAA is applicable b\ answering "\es" to Question 35.1.

36.1. If you are using or accessing protected health information in order to identify
potential participants, indicate whether these activities fall under the rules for
Activities Preparatory to Research or whether you will be applying for a Partial
Waiver of HIPAA Authorization for the purposes of screening and recruiting.

 

(CHLA Onl\) Activities Preparator\ to Research

Partial Waiver of HIPAA Authori]ation for screening, recruiting, and identif\ing subjects

None of the Above

 

36.2. For study research, please indicate whether you will be obtaining authorization from
the subject or requesting a Full Waiver of HIPAA Authorization.

 

Obtaining HIPAA authori]ation from subject

Full Waiver of HIPAA Authorization

 

36.2.1. If you are obtaining authorization from the subject, attach the HIPAA
authorization forms here (USC Only). 
name Version Modified

There are no items to displa\

 

iStar ID: HS-10-00327 Application Version Date:9/20/2011
Version:2.0

38. Waiver of HIPAA Authorization

This screen is required onl\ if HIPAA is applicable and \ou indicated \ou are requesting a Full or
Partial Waiver of HIPAA Authori]ation (Question 36.1. or Question 36.2.)

If you are applying for a full waiver of authorization or a partial waiver of authorization for the
purposes of screening, recruitment, and subject identification, provide justification per 45
CFR 164.
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39.1. DoeV Whe IQYHVWLJDWRU, RHVHDUFK PHUVRQQHO oU CORVH RHODWLRQ haYe an oZnership
interest (VXch aV VWock, VWock opWionV oU ZaUUanWV, bXW noW mXWXal fXndV oU a pXblicl\ WUaded

38.1. E[SODLQ KRZ WKH XVH RI DQG GLVFORVXUH RI WKH LQIRUPDWLRQ SUHVHQWV QR PRUH WKDQ
PLQLPDO ULVN WR WKH SULYDF\ RI WKH LQGLYLGXDO.
ThiV iV an obVeUYaWional pUoVpecWiYe VWXd\. DaWa Zill be collecWed fUom Whe PHI on a daWaVheeW.
PaWienW'V idenWifieUV Zill be XVed Wo cUoVV-check UeliabiliW\ of oXU daWa. AfWeU cUoVV checking,
paWienW'V idenWifieUV Zill be Ueplaced b\ a code, WheUefoUe poVing leVV Whan minimal UiVk Wo
paWienWV becaXVe of poVVible YiolaWion of pUiYac\ and loVV of confidenWialiW\.
 

38.2. DHVFULEH WKH SODQ WR SURWHFW PHI LGHQWLILHUV IURP LPSURSHU XVH DQG GLVFORVXUH.
We Zill pUoWecW Whe idenWifieUV fUom impUopeU XVe and diVcloVXUe b\ Ueplacing Whe paWienWV'
idenWifieUV ZiWh a code. The daWa Zill be VWoUed in Whe pUincipal'V inYeVWigaWoU office in a VecXUe
cabineW. Onl\ Whe inYeVWigaWoUV Zill be alloZed Wo acceVV Whe daWa. PaWienWV confidenWialiW\ Zill
be mainWained aW all WimeV Wo Whe e[Wend pUoYided b\ laZ.
 

38.3. DHVFULEH WKH SODQ WR GHVWUR\ LGHQWLILHUV DW WKH HDUOLHVW RSSRUWXQLW\ FRQVLVWHQW ZLWK
FRQGXFW RI WKH UHVHDUFK.  II WKHUH LV D KHDOWK RU UHVHDUFK MXVWLILFDWLRQ IRU UHWDLQLQJ
WKH LGHQWLILHUV, RU LI VXFK UHWHQWLRQ LV UHTXLUHG E\ ODZ, SOHDVH SURYLGH WKLV DV ZHOO.
PaWienWV' idenWifieUV Zill be XVed Wo cUoVV-check UeliabiliW\ of oXU daWa collecWion. The paWienWV
idenWif\ing infoUmaWion Zill be linked Wo a code, and once all Whe infoUmaWion haV been UeYieZed
foU accXUac\, Ze Zill deVWUo\ ALL paWienW idenWif\ing infoUmaWion immediaWel\.
 

38.4. B\ FKHFNLQJ WKH "I AJUHH" ER[ \RX DUH SURYLGLQJ DVVXUDQFH WKDW WKH PHI ZLOO QRW EH
UHXVHG RU GLVFORVHG WR DQ\ RWKHU SHUVRQ RU HQWLW\ H[FHSW (D) DV UHTXLUHG E\ ODZ, (E)
IRU DXWKRUL]HG RYHUVLJKW RI WKH UHVHDUFK VWXG\, RU (F) IRU RWKHU UHVHDUFK IRU ZKLFK
WKH XVH RU GLVFORVXUH RI WKH PHI LV SHUPLWWHG E\ WKH PULYDF\ RXOH.

   I AJUHH

38.5. E[SODLQ ZK\ WKH UHVHDUFK FRXOG QRW EH SUDFWLFDEO\ FRQGXFWHG ZLWKRXW WKH UHTXHVWHG
ZDLYHU RU DOWHUDWLRQ.  NRWH, WKLV LV WKH VDPH DV TXHVWLRQ 3 RQ VFUHHQ 31 (WDLYHU RI
CRQVHQW) DQG \RXU DQVZHU ZLOO EH FRSLHG IURP WKHUH.
The VWXd\ deVign iV baVed on ph\Viologic daWa collecWed on UegXlaU baViV foU WhiV W\pe of
injXUieV. No inWeUYenWion Zill be peUfoUmed and no change in paWienW managemenW Zill occXU aV
a UeVXlW of WhiV VWXd\ being condXcWed. ConVenW foU WhiV VWXd\ ma\ dela\ appUopUiaWe
inWeUYenWion b\ Whe WUaXma Weam membeUV. In addiWion, obWaining an infoUmed conVenW fUom
oYeU 3,500 paWienWV ma\ noW be feaVible and ma\ make WhiV VWXd\ impoVVible Wo compleWe.
LaVWl\, VenViWiYiW\ and VpecificiW\ of cUiWeUia WhaW aUe e[pecWed Wo be applied XniYeUVall\ Wo all
eYalXable blXnW WUaXma paWienWV, VhoXld be baVed on eYalXaWion of all paWienWV, ZiWhoXW
e[clXVion of WhoVe Zho ma\ noW conVenW.
 

38.6. E[SODLQ ZK\ WKH UHVHDUFK FRXOG QRW EH SUDFWLFDEO\ FRQGXFWHG ZLWKRXW DFFHVV WR DQG
XVH RI WKH PHI.
PaWienW idenWifieUV Zill be XVed Wo cUoVV-check UeliabiliW\ of oXU daWa collecWion. The paWienW'V
idenWif\ing infoUmaWion Zill be deVWUo\ed afWeU all Whe infoUmaWion haV been UeYieZed foU
accXUac\.
 

iSWaU ID: HS-10-00327 ApplicaWion VeUVion DaWe:9/20/2011
VeUVion:2.0

39. CRQIOLFW OI IQWHUHVW IQIRUPDWLRQ
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HTXLW\ LQWHUHVW RI OHVV WKDQ $10,000) LQ:

TKH VSRQVRU RI WKH UHVHDUFK; RU
AQ HQWLW\ WKDW KDV D OLFHQVH RU LV QHJRWLDWLQJ D OLFHQVH WR WKH LQWHOOHFWXDO SURSHUW\ (H.J.,
SDWHQWV) GHYHORSHG IURP WKLV UHVHDUFK; RU
AQ HQWLW\ WKDW KDV DQ HFRQRPLF LQWHUHVW LQ WKH UHVHDUFK.

  YHV No

39.2. DRHV WKH Investigator, Research Personnel RU Close Relation KDYH D managemenW Uole
(VXFK DV GLUHFWRU, RIILFHU, VFLHQWLILF, RU WHFKQLFDO DSSRLQWPHQW), RU DQ\ RWKHU UROH ZLWK VLJQLILFDQW
GHFLVLRQ-PDNLQJ DXWKRULW\, LQ:

TKH VSRQVRU RI WKH UHVHDUFK; RU
AQ HQWLW\ WKDW KDV D OLFHQVH RU LV QHJRWLDWLQJ D OLFHQVH WR WKH LQWHOOHFWXDO SURSHUW\ (H.J.,
SDWHQWV) GHYHORSHG IURP WKLV UHVHDUFK; RU
AQ HQWLW\ WKDW KDV DQ HFRQRPLF LQWHUHVW LQ WKH UHVHDUFK.

  YHV No

39.3. DLG WKH Investigator, Research Personnel RU Close Relation UHFHLYH LQ WKH ODVW WZHOYH
PRQWKV RU GRHV WKH IQYHVWLJDWRU, RHVHDUFK PHUVRQQHO RU CORVH RHODWLRQ H[SHFW WR UHFHLYH LQ WKH
QH[W WZHOYH PRQWKV DQ\ SD\PHQWV IRU conVXlWing (VXFK DV VSHDNHUV IHHV RU SD\PHQWV IRU
SDUWLFLSDWLRQ RQ DQ DGYLVRU\ ERDUG RU DVVLVWDQFH ZLWK SURWRFRO GHVLJQ) IURP

TKH VSRQVRU RI WKH UHVHDUFK; RU
AQ HQWLW\ WKDW KDV D OLFHQVH RU LV QHJRWLDWLQJ D OLFHQVH WR WKH LQWHOOHFWXDO SURSHUW\ (H.J.,
SDWHQWV) GHYHORSHG IURP WKLV UHVHDUFK; RU
AQ HQWLW\ WKDW KDV DQ HFRQRPLF LQWHUHVW LQ WKH UHVHDUFK.

This does not include salar\ for services as an investigator/staff on the research stud\.

  YHV No

39.4. AWWDFK D SWDWHPHQW RI OXWVLGH IQWHUHVWV RHODWHG WR RHVHDUFK FRUP IRU HDFK SHUVRQ ZKR KDV D
SRWHQWLDO FRQIOLFW WR EH PDQDJHG. POHDVH QRWH WKDW XSORDGLQJ IRUPV KHUH GRHV QRW VDWLVI\ WKH
QHHG WR VXEPLW LW WR WKH OIILFH RI CRPSOLDQFH. (XSORDG WKH IRUP KHUH)
QDPH VHUVLRQ MRGLILHG

TKHUH DUH QR LWHPV WR GLVSOD\

39.5. TR WKH LQYHVWLJDWRU'V NQRZOHGJH, GRHV WKH IQVWLWXWLRQ KDYH ILQDQFLDO DQG RU LQWHOOHFWXDO SURSHUW\
LQWHUHVWV LQ WKH VSRQVRU RU WKH SURGXFWV XVHG LQ WKLV SURMHFW? An institutional conflict ma\ occur
when a financial interest of the Universit\ has the potential for biasing the outcome of research
conducted b\ its emplo\ees or students or create an unacceptable risk to human subjects.

  YHV No

 

LSWDU ID: HS-10-00327 ASSOLFDWLRQ VHUVLRQ DDWH:9/20/2011
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40. Additional Supporting Documents

40.1. Attach an\ other documents that have not been specificall\ requested in previous
questions, but are needed for IRB Review.
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name Version Modified
There are no items to display

 

40.2. If there is an\ additional information that \ou wish to communicate about the stud\
please include it below. Please note, this section should not be used instead of the
standard application items.
This a prospective observational trial, intended to be multicenter. The Association for the
Surgery for Trauma (AAST) will be notified about the conduction of this study and the study
protocol, along with the collecting datasheet, will be uploaded online
(http://www.aast.org/Research/MultiInstitutionalStudies.aspx) and will be available for any
investigators wishing to participate and contribute data. Data from other centers will be logged
anonymously utilizing the American Association for the Surgery of Trauma ± Multi-Instituional
Trials (AAST MIT) online data entry system, eliminating the possibility of loss of confidentiality
with data transfer. Our experience with other multicenter studies in the past have shown that 4
to 8 centers usually contribute data to this type of studies.
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99. Instructions for Stud\ Submission

You have reached the end of the application for a new protocol. When \ou are sure of the
content, the following steps ma\ be taken to submit \our stud\ for review.

1. Click the "Finish" button on the top or bottom application navigator bar to return to the study
workspace.

2. Use the SmartForm Progress Calculator to determine that all sections of the application are
filled out correctly.

3. Use the "Send Stud\ Read\ Notification" activity to send an email to the Principal
Investigator and Co-Investigators with instructions for reviewing and submitting the application.

4. All listed Co-Investigators (indicated in item 2.1.) must use the "Agree to Participate"
activit\ and answer \es.

5. Once all the Co-Investigators have agreed to participate, the Principal Investigator (indicated
in item 2.1.) can submit the study by using the "Submit Application to ____", where ____
indicates the IRB you are submitting to.

6. The PI will have to check the PI endorsement box.  The PI will also have to check the student
endorsement box if it is applicable.

7. The study is submitted.  The state indicator in the top left of the study workspace will no longer
display Pre Submission.

8. The PI and Study Contact Person will receive an email confirming the application has been
submitted.


