
Print  Close

STU-2022-0081
View: LITE 1.0 Study Identification

STU-2022-0081
View: LITE 3.0 Training Completion Dates and Study Roles

STU-2022-0081
View: LITE 4.0 Study Funding and Other Support

STU-2022-0081
View: LITE 4.1.5 Internal - Departmental

STU-2022-0081
View: LITE 5.0 Performance Sites

STU-2022-0081 View: LITE 6.0 Study Summary

STU-2022-0081 View: LITE 7.0 Study Population

STU-2022-0081 View: LITE 9.0 Level of Review

STU-2022-0081
View: LITE 10.0 Type of Study – Application for Exempt Status

STU-2022-0081
View: LITE 24.0 Data and Specimens

STU-2022-0081
View: LITE 27.0 Privacy & Confidentiality Details

STU-2022-0081
View: LITE 28.0 Waiver of HIPAA Authorization

STU-2022-0081 View: LITE 39.0 Final Page

STU-2022-0081
View: GreenLight ST_UTSW_StudyLocations Creations View

Date: Tuesday, May 2, 2023 9:28:11 AM

ID: STU-2022-0081

Help 

1.0 Study Identification
* 1.1 Study Title:
Primary Repair versus Resection for AAST Grade I and II Colon Injuries: Does the Type of
Repair Really Matter?

1.1.1 UTSW Clinical Research Number (Velos Number):
37711

1.1.1.a NCT Number:

* 1.2 Principal Investigator: 
Ryan Dumas

* 1.2.1 Principal Investigator Affiliation: Note:For non-UTSW from Partner hospital (from
Parkland, Children’s, Scottish Rite for Children, Texas Health Resources) please select the first
option
! UTSW Faculty, or Partner Hospital physician/staff

! Adjunct/Volunteer Faculty

! Fellow

! Resident

! Staff (UTSW and Affiliated Hospitals)

! Student

! Lead PI: Not from UTSW or Partner Hospitals

Note: To document study personnel from UTSW and affiliated institutions please make
selections in fields 1.2.3 - 1.5. Study personnel who are not employees of UTSW or its
affiliated institutions should be added to 2.0 "Non-Affiliated Study Personnel."

* 1.2.3 Principal Investigator's Home Affiliated Institution:
! UT Southwestern

! Children’s Health

! Parkland Health and Hospital System

! Retina Foundation of the Southwest

! Texas Health Resources

! Texas Scottish Rite Hospital for Children

! UT Arlington

! UT Dallas

! Other

1.3 Primary Research Coordinator:
Alaa Hazime

1.4 Primary Administrative/Regulatory Contact: 
Deandra Turner

1.5 Co-Investigator:
Last Name First Name Department

Fitzgerald Caitlin Surgery

1.6 Other Study Personnel:
Last Name First Name Department

Bosler Katherine Surgery

Garzon Ana Surgery

Haider Ashley Surgery

Hubbard Jarrett Surgery

Marsh Morgan Surgery

Moore Yolanda Surgery

* 1.7 Will any study personnel outside UTSW and its affiliated institutions be working on
this study under the jurisdiction of the UTSW IRB?
  ! Yes !No

* 1.8 Is this study COVID-19 related?
  ! Yes !No

1.8.1 Will this study involve collection of data from the UTSW COVID-19 Registry?
  ! Yes !No

ID: STU-2022-
0081

3.0 Training Completion Dates and Study Roles
The following information has been obtained from your current training records:

 Name HIPAA HSP GCP User Profile

Principal
Investigator

Ryan
Dumas 2/14/2015 3/16/2023 5/26/2021 UP00009520

Faculty Sponsor

Primary Research
Coordinator

Alaa
Hazime 9/9/2022 9/8/2022 9/9/2022 UP00098515

Primary
Administrative

Contact
Deandra
Turner 2/21/2012 11/12/2020 11/12/2020 UP00003567

Co-Investigators Training Records:
Last Name First Name HIPAA HSP GCP User Profile

Fitzgerald Caitlin 7/29/2021 7/29/2021 7/29/2021 UP00083914 

Other Study Personnel Training Records:
Last Name First Name HIPAA HSP GCP User Profile

Bosler Katherine 2/7/2019 1/4/2022 1/3/2022 UP00041940 

Garzon Ana 11/23/2021 11/29/2021 11/23/2021 UP00086930 

Haider Ashley 8/10/2016 1/4/2023 1/3/2023 UP00046471 

Hubbard Jarrett 10/11/2021 10/11/2021 10/8/2021 UP00057227 

Marsh Morgan 2/10/2021 2/11/2021 2/10/2021 UP00079924 

Moore Yolanda 12/27/2021 12/27/2021 12/21/2021 UP00086190 

Non-UTSW Study Personnel:
Last Name First Name HIPAA HSP GCP
There are no items to display

* 3.1 Upload a completed Study Personnel form (Form B):
Note: Upload THR employee COI disclosures (Form EE) in this section.
Name Version

! FormB-Personnel.docm(0.03) 0.03
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4.0 Study Funding and Other Support
* 4.1 Select appropriate funding sources for this study:(Check all that apply)
" Federal

" Industry - For Profit

" Private - Non Profit

" Public - State of Texas

" Public - Local

" Academic (including federal pass throughs)

" Internal - Departmental

* 4.2 Financial Interest: Do any members of the study team, or their family members,
have a financial interest in the company funding this study or in any entity that
manufactures a drug, device, or piece of software used?   
  ! Yes !No

Please note: All research personnel on the study team with a financial interest in the company
funding this trial, or in any entity that manufactures a drug, device, or piece of software under
study in this trial, must complete a financial disclosure statement to the Conflict of Interest
office. Final approval will be withheld until all Statements of Financial Interests have been
received in the Conflict of Interest office.

ID: STU-2022-0081

4.1.5 Internal - Departmental
* 4.1.5a Supporting Departments:
Name Parent Org

Surgery University of Texas Southwestern Medical Center
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5.0 Performance Sites
Please note the following for affiliated performance site(s): selecting the Parkland Health &
Hospital System includes the imaging/radiology services at Meadows MRI and the PHHS
Breast Imaging Center. Selecting Clements University Hospital includes the imaging/radiology
services at Aston, Rogers MRI, the Outpatient Building, Vascular Interventional Radiology, the
PET Center and Breast Imaging Center.

* 5.1 Add all UT Southwestern affiliated performance sites:
 Performance Site Recruitment Procedures Resources

View Parkland Health & Hospital System no no yes

5.1.1 Add all non-UTSW sites where UT Southwestern Faculty/Students/Staff will be
visiting/travelling to conduct research-related activities:
 Site Name Research Related Activity
There are no items to display

5.1.1a For each non-UTSW site, upload the letter of support:
Name Version
There are no items to display

5.1.2 If applicable, please indicate the specific location where recruitment will take place
(i.e. name of clinic, inpatient unit, community event, etc.):

* 5.2 Will the Principal Investigator be conducting this study at any location outside of
the United States?
  ! Yes !No

* 5.3 Are you requesting to rely on a non-UT Southwestern IRB? This review type is
applicable when any research-related activities will occur at UTSW or its affiliated
institutions under the jurisdiction of an external IRB. (For example, NCI-CIRB or another
UTSW approved external IRB.)
  ! Yes !No

* 5.4 Multi-Site Research: Is this a multi-site study?
  ! Yes !No

ID: STU-2022-0081
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6.0 Study Summary
* 6.1 Purpose: Describe why this research project will be carried out. Clearly state the
overall objectives, specific aims, hypotheses (research questions) and rationale for
performing the study: 
The purpose of this study is two-fold. The primary aim is to determine the optimal timing of
colostomy reversal within the trauma population. Next, this study seeks to describe the use of
antibiotics following transperitoneal penetrating fractures to the pelvis with concomitant
gastrointestinal tract injury at our Level 1 institution. We hope to determine whether short
versus long term antibiotic coverage impacts patient outcomes, including the incidence of
infectious complications.

* 6.2 Concise Summary of Project: Provide a brief description of the study design. If
applicable, describe the treatment arms, use of placebo or comparison drug/device and
randomization. If applicable, include a brief description of outcome variables and study
endpoints:
Temporary colostomy creation in trauma is most often utilized in the setting of a destructive
colon injury, as part of a damage control operation, and in instances of an extraperitoneal
rectal injury.1 Although the rates of colostomy creation in trauma have been decreasing over
time, many temporary stomas that are created are never reversed. 2-5 While this may be
partially due to poor follow up among trauma patients, other factors may be driving the low rate
of colostomy reversal.1 In fact, The Eastern Association for the Surgery of Trauma guidelines
state that colostomies may be reversed within two weeks of creation if a pre-operative barium
enema demonstrates a well healed distal stump.6 

Despite these guidelines, optimal timing of colostomy reversal following trauma is not well
defined. Currently, timing to reversal is largely surgeon or institution driven.7-11 While military
data suggests an optimal reversal window of 3-6 months post creation, it is not clear if this
practice is followed on a widescale civilian level.12 Furthermore, the use of preoperative
imaging prior to colostomy reversal has not been well studied in the trauma population. While
there is data in the emergency general surgery literature to suggest that the routine use of
preoperative barium enema is not indicated in asymptomatic patients, this concept is not as
well defined in the trauma literature.13-14 Other imaging utilized before colostomy reversal
also includes preoperative colonoscopy and CT scans, all of which seem to delay timing to
reversal. 

In a similar vein, perforation of a hollow viscus in the setting of a pelvic fracture is thought to be
associated with a high incidence of infection. A prolonged course of broad-spectrum antibiotics
is often used for the prevention of infectious complications in these patients.15 More recent
studies, however, have found that standard antimicrobial prophylaxis is sufficient for initial
management, especially in transabdominal gunshot wounds to the spine.15 To date, there is
limited data on the actual risk of infectious complications in this patient population and the
appropriate use of prophylactic antibiotics remains unclear. 

* 6.3 Type of Study:
! Human Interaction - not testing an intervention (e.g. survey research)

! Human Interaction - testing an intervention

! Use of Identifiable Data or Biospecimens Only (without interaction with subjects)

* 6.4 Summarize the design and methodology of the study. Identify and distinguish
between those procedures that are standard of care and those that are experimental. 
This is a single institution retrospective review that will evaluate all trauma patients with a
diverting colostomy (loop or end) and will also evaluate all patients with penetrating pelvic
fractures and a concomitant hollow viscus injury. Patients will be identified via the trauma
registry from January, 2011 through January, 2021. Our main outcomes will be looking at
timing to colostomy reversal and what imaging studies (if any) were included in the
preoperative workup. Furthermore, we will evaluate whether short term or long term antibiotic
usage in the setting of an open pelvic fracture with concomitant hollow viscus injury is
associated with improved patient outcomes.

* 6.5 Upload the study protocol documentation (Form A-A3):
Name Version

! STU2022-0081, Dumas, FormA-ResearchProtocol, Mod_1, 09-17-
22.docm(0.04)

0.04

* 6.7 Methods & Procedures. Research involves: (Select all that apply)

" Banking biospecimens/data for use in future research (repository)

" Returning clinically relevant results to research participants

" Deception

" Drugs, Devices, Biologics

" Radiation, Surgery and/or other Invasive Procedures

" Infectious agents / Biological Toxins / Recombinant DNA/ Human-derived
materials/Human Gene Transfer, etc. (Any deliberate transfer of recombinant DNA, or
DNA or RNA derived from recombinant DNA (technology), into human research
participants)

" Use of Non-aiming beam lasers

" N/A - none of the above

6.16 Upload Data Safety Monitoring Plan (Form D)
Name Version
There are no items to display

6.17 Upload other documents (e.g., SBC approval, Laser Safety approval, etc.) [Form X
(Laser Approval), Miscellaneous Forms]
Name Version

FormJ-Collection-DataSheet.xlsx(0.03) 0.03

! FormJ-Collection-SampleCode.xlsm(0.03) 0.03
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7.0 Study Population
* 7.1 Please indicate the maximum number of subjects to be consented by the research
personnel at this site, or the number of records/specimens to be reviewed: Note: Enter
“9999” if Sponsor has approved competitive enrollment, if applicable to this study, or if
this is a chart review study.
9999

* 7.2 Of the number listed in 7.1, how many subjects/records/specimens are needed to
complete the study (beyond screening) at this site? 
9999

* 7.4 Upload Form – Study Populations: Criteria for Enrollment and
Recruitment/Consent Process (Form C)
Name Version

! STU2022-0081, Dumas, FormC-Population, Mod_1, 09-17-22.docm(0.04) 0.04

* 7.5 Select all study populations eligible for participation: (Select all that apply)

" Employees of the Study Site (includes Faculty and Staff)

" Children (defined as persons who have not attained the legal age for consent to
treatments or procedures involved in the research, under the applicable law of the
jurisdiction in which the research will be conducted. In Texas the legal age is 18.) (Form
K)

" Children who are Wards of the State (Form K and TDFPS)

" Non-English Speakers

" Normal, Healthy Volunteers

" UT Southwestern Students, Residents, and Fellows (Form N)

" Patients (defined as individuals in a clinical setting with whom there is a treatment
relationship)

" Persons with Cognitive Impairment or other limited decision making capacity (Adults Only)
(Form L)

" Pregnant Women, Fetuses, Neonates (Note: Neonates are defined as either uncertain
viability or non-viable) (Form O, Form O1)

" Prisoners/Detainees (Form M)

" Other

* 7.5.1 If other, please describe:
Chart Review

7.6 Expected Study Duration: Note: If the Expected Study Duration was provided in Velos,
these fields will auto-populate but remain editable.

* 7.7 Does the study involve any of the following: 1) cancer patients, their caregivers or
relatives 2) cancer prevention 3) assessing cancer epidemiologic, imaging or biological
markers for early detection or risk stratification 4) hematology?  Note: If yes, the study
protocol must be reviewed by the PRMC prior to submission. This occurs through the initial
eIRB submission that triggers PRMC review and the external submission of PRMC forms that
require completion and approval prior to the PRMC Meeting review.
PRMC Protocol Submission and Approval page:
https://365utsouthwestern.sharepoint.com/sites/SCCC/SitePages/Protocol-Review-and-
Monitoring-System.aspx
Population Science and Cancer Control page:
https://www.utsouthwestern.edu/simmons/research/scientific-programs/population-science/

  ! Yes !No

ID: STU-2022-0081
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9.0 Level of Review
* 9.1 Requested IRB Review Type:
! Exempt

! Expedited

! Full Board Review

!

Relying on a non-UT Southwestern IRB (This review type is applicable when any
research-related activities will occur at UTSW or its affiliated institutions under the
jurisdiction of an external IRB (For example, CIRB or other UTSW-approved external
IRB))
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10.0 Type of Study – Application for Exempt Status
* 10.1 Exempt Research Categories(Select all that apply)   

" 1Educational
Research

Research conducted in established or commonly accepted educational
settings, that specifically involves normal educational practices that are
not likely to adversely impact students’ opportunity to learn required
educational content or the assessment of educators who provide
instruction. This includes most research on regular and special
education instructional strategies, and research on the effectiveness of
or the comparison among instructional techniques, curricula, or
classroom management methods. [45CFR46.104(d)(1)]

" 2Surveys, Test,
Interviews or
Observations

Research that only includes interactions involving educational tests
(cognitive, diagnostic, aptitude, achievement), survey procedures,
interview procedures or observation of public behavior (including visual
or auditory recording) if at least one of the following criteria is met: 

(i) The information obtained is recorded by the investigator in such a
manner that the identity of the human subjects cannot readily be
ascertained, directly or through identifiers linked to the subjects; 

(ii) Any disclosure of the human subjects’ responses outside the
research would not reasonably place the subjects at risk of criminal or
civil liability or be damaging to the subjects’ financial standing,
employability, or reputation. [45CFR46.104(d)(2)]

(iii) The information obtained is recorded by the investigator in such a
manner that the identity of the human subjects can readily be
ascertained, directly or through identifiers linked to the subjects, and an
IRB conducts a limited IRB review to make the determination required by
§46.111(a)(7).

" 3Benign
Behavioral
Interventions

Research involving benign behavioral interventions in conjunction with
the collection of information from an adult subject through verbal or
written responses (including data entry) or audiovisual recording if the
subject prospectively agrees to the intervention and information
collection and at least one of the following criteria is met: 

(A) The information obtained is recorded by the investigator in such a
manner that the identity of the human subjects cannot readily be
ascertained, directly or through identifiers linked to the subjects; 

(B) Any disclosure of the human subjects' responses outside the
research would not reasonably place the subjects at risk of criminal or
civil liability or be damaging to the subjects' financial standing,
employability, educational advancement, or reputation; or 

(C) The information obtained is recorded by the investigator in such a
manner that the identity of the human subjects can readily be
ascertained, directly or through identifiers linked to the subjects, and an
IRB conducts a limited IRB review to make the determination required by
§46.111(a)(7). 

Notes: 

Benign behavioral interventions are brief in duration, harmless,
painless, not physically invasive, not likely to have a significant
adverse lasting impact on the subjects, and the investigator has no
reason to think the subjects will find the interventions offensive or
embarrassing. Provided all such criteria are met, examples of such
benign behavioral interventions would include having the subjects
play an online game, having them solve puzzles under various
noise conditions, or having them decide how to allocate a nominal
amount of received cash between themselves and someone else.

If the research involves deceiving the subjects regarding the nature
or purposes of the research, this exemption is not applicable
unless the subject authorizes the deception through a prospective
agreement to participate in research in circumstances in which the
subject is informed that he or she will be unaware of or misled
regarding the nature or purposes of the research.
[{45CFR46.104(d)(3)]

" 4Secondary
Research of
Data or
Biospecimens

Secondary research for which consent is not required: Secondary
research uses of identifiable private information or identifiable
biospecimens, if at least one of the following criteria is met:

(i) The identifiable private information or identifiable biospecimens
are publicly available;

(ii) Information, which may include information about
biospecimens, is recorded by the investigator in such a manner
that the identity of the human subjects cannot readily be
ascertained directly or through identifiers linked to the subjects,
the investigator does not contact the subjects, and the investigator
will not re-identify subjects;

(iii) The research involves only information collection and analysis
involving the investigator's use of identifiable health information
AND when that use is regulated under HIPAA for the purposes of
“health care operations” or “research” as those terms are defined
at 45 CFR 164.501 or for “public health activities and purposes” as
described under 45 CFR 164.512(b); or 

(iv) The research is conducted by, or on behalf of, a Federal
department or agency using government-generated or government-
collected information obtained for nonresearch activities, if the
research generates identifiable private information that is or will be
maintained on information technology that is subject to and in
compliance with section 208(b) of the E-Government Act of 2002, 44
U.S.C. 3501 note, if all of the identifiable private information
collected, used, or generated as part of the activity will be
maintained in systems of records subject to the Privacy Act of
1974, 5 U.S.C. 552a, and, if applicable, the information used in the
research was collected subject to the Paperwork Reduction Act of
1995, 44 U.S.C. 3501 et seq. [45CFR46.104(d)(4)]

" 5Research &
Demonstration
Projects

Research and demonstration projects that are conducted or supported
by a Federal department or agency, or otherwise subject to the approval
of department or agency heads (or the approval of the heads of bureaus
or other subordinate agencies that have been delegated authority to
conduct the research and demonstration projects), and that are designed
to study, evaluate, improve, or otherwise examine public benefit or
service programs, including procedures for obtaining benefits or services
under those programs, possible changes or alternatives to those
programs or procedures or possible changes in methods or levels of
payment for benefits or services under those programs. Such projects
include, but are not limited to, internal studies by Federal employees,
and studies under contracts or consulting arrangements, cooperative
agreements, or grants. [45CFR46.104(d)(5)]

" 6Food
Research

Taste and food quality evaluation and consumer acceptance studies: (i) if
wholesome foods without additives are consumed or (ii) if a food is
consumed that contains a food ingredient at or below the level and for a
use found to be safe, or agricultural chemical or environmental
contaminant at or below the level found to be safe, by the Food and
Drug Administration or approved by the Environmental Protection
Agency or the Food Safety and Inspection Service of the U.S.
Department of agriculture. [45CFR46.104(d)(6)]

" 7Storage for
secondary
Research

Storage or maintenance for secondary research for which broad consent
is required: Storage or maintenance of identifiable private information or
identifiable biospecimens for potential secondary research use if an IRB
conducts a limited IRB review and makes the determinations required by
§46.111(a)(8). [45CFR46.104(d)(7)] 

" 8Secondary
Research
where Broad
Consent was
obtained

Secondary research for which broad consent is required: Research
involving the use of identifiable private information or identifiable
biospecimens for secondary research use, if the following criteria are
met:

(i) Broad consent for the storage, maintenance, and secondary research
use of the identifiable private information or identifiable biospecimens
was obtained in accordance with §46.116(a)(1) through (4), (a)(6), and
(d);

(ii) Documentation of informed consent or waiver of documentation of
consent was obtained in accordance with §46.117;

(iii) An IRB conducts a limited IRB review and makes the determination
required by §46.111(a)(7) and makes the determination that the research
to be conducted is within the scope of the broad consent referenced in
paragraph (d)(8)(i) of this section; and 

(iv) The investigator does not include returning individual research
results to subjects as part of the study plan. This provision does not
prevent an investigator from abiding by any legal requirements to return
individual research results.

ID: STU-2022-0081

24.0 Data and Specimens
* 24.1 Will data/specimens be shipped to other facilities?  Please note that shipping
specimens offsite may require personnel to be DOT/IATA certified. Please call SBC at 214-
648-2250 for more information. A Material Transfer Agreement may be required.  The MTA is
submitted in eAgreements (Link to eAgreements)
  ! Yes !No

* 24.2 Will the collected biological specimen(s) undergo genetic testing?
! Yes

!
No genetic identification, gene mapping, genomic analysis, or DNA screening will
occur.
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27.0 Confidentiality
* 27.1 Will a Certificate of Confidentiality be requested/utilized for this study?
  ! Yes !No

27.2 Confidentiality of Research Information

* 27.2.a: Specify how the research will protect the confidentiality of subject information
and/or specimens.
Note: If you will be collecting Social Security Numbers (SSNs), provide details regarding the
security measures to protect the SSNs.
Participants will be assigned a sequential alpha-numeric code

Data will be collected using this code and no PHI

* 27.2.b: Specify where the data and/or specimens will be stored.
UTSW password protected encrypted computer

* 27.2.c: Who will have access to the identifiable data/specimens?
Ryan Dumas

* 27.3 Coding Plan. Describe the method that will be used to create and assign a unique
study code to the data:
Participants will be assigned a sequential alpha-numeric code

27.4 Describe the method that will be used to create and assign a unique study code to
the specimens (if applicable):
N/A

* 27.5 What is the format of the key to the code?
" Paper

" Electronic

* 27.6 Who will have access to the key to the code?
UTSW password protected encrypted computer

* 27.7 Where will the key be stored?
Secure database

* 27.8 How will the key be protected?
Secure database that is locked by password

ID: STU-2022-0081

28.0 Waiver of HIPAA Authorization
Note: As outlined in UT Southwestern Policy, the research team may not reuse or disclose the
protected health information to any other person or entity, except as required by law, for
authorized oversight of the research, or for other research for which the use of disclosure of
protected health information would be permitted by HIPAA.

* 28.1 Will you review or collect PHI prior to obtaining authorization from the subject
(i.e., screening of medical records to screen for eligibility); or collect PHI without
obtaining authorization from the subject (i.e. retrospective chart reviews) or are you
requesting an alteration of authorization (Form H)?
  ! Yes !No

* 28.2 Please indicate the type of waiver or alteration of authorization you are
requesting:(Check all that apply)

" Full Waiver of Authorization – a complete waiver of the requirement to obtain
written authorization from each subject.

" Partial Waiver of Authorization – a waiver used only for collection of initial screening data
to determine eligibility and/or recruit potential research subjects. Authorization by the
subject will be obtained at the time of consent.

" Alteration of authorization – used to exclude or alter one or more required elements of the
research authorization. For example: an alteration might allow the subject to verbally
authorize the use of the PHI.

* 28.3 Upload the appropriate HIPAA authorization waiver/alteration forms:
Name Version

! FormH.F-HIPAAWaiverAlter-Full.docm(0.04) 0.04

" FormH.F-HIPAAWaiverAlter-Full-SVSigned.pdf(0.01) 0.01
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39.0 Final Page
Congratulations, you have completed your eIRB application!

Please select "Finish" to finalize and exit the application. Doing so will NOT submit your
application for review. A study may only be forwarded for review by the Principal
Investigator. The investigator must select the "Submit Study" activity from their study
page and provide investigator assurances before the study will move to a review state.

You can track your study throughout the submission process by logging into your
study workspace.

Please include any special instructions related to your study:

Please contact the Human Research Protection Program Office with any questions or
concerns at 214-648-3060 or HRPP@UTSouthwestern.edu.
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Please select one study site from the list below followed by the research-related activities to be
conducted at that site. For studies involving more than one local performance site, please
select OK and Add Another.

* Please select UTSW Study Location:

! UTSW

! Children’s Health (Dallas, Plano)

! Children’s Rehabilitation and Therapy Services (formerly OCH)

! Parkland Health & Hospital System

! Retina Foundation of the Southwest

! Texas Health Resources

! Institute for Exercise and Environment Medicine (IEEM)

! Texas Scottish Rite Hospital for Children

! Other Non-Affiliated Sites

https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial
https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?PageID=VIEW8D5680B005798DB
https://eresearch.swmed.edu/eIRB/sd/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B3B388484465252408E0FE142DDE811F2%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B399428092EEA11EDE180874A242826B0%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B9C1552B8D090B84C8AC0547DADC19217%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B3B388484465252408E0FE142DDE811F2%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5BAA48EB86755DBD4B98A7A196FB0D48BD%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B399428092EEA11EDE180874A242826B0%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5B1529E1BF2EED11EDE180874A242826B0%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Personalization/MyProfile?Person=com.webridge.account.Person%5BOID%5B9C1552B8D090B84C8AC0547DADC19217%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5B5ABCFD94C62E4F4D8C9F531EB50321D5%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5BB7879A9E8688CD40B4838AE1A00046EE%5D%5D
https://eresearch.swmed.edu/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5BFF55E06A08F44F4FA70ABE49C47239F8%5D%5D
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EAST MULTICENTER STUDY  

DATA COLLECTION TOOL 
  
Multicenter Study: Primary Repair versus Resection for AAST Grade I and II Colon Injuries: Does the Type of 
Repair Really Matter? 
 
Site ID:                                        _______________________ 
Enrolling Center:  _______________________  
Enrolling Co-investigator: _______________________  
 
Demographics: 
 
Admission date: _____  Patient number:  ______    Age: ______    Gender: ______    Race: _____ 
 
BMI: _____ 
 
Pre-hospital comorbidities (check all that apply):  
 
Hypertension: _____               
Diabetes mellitus: _____    
 ___ If yes, type (insulin dependent, non-insulin dependent, unsure) 
Peripheral vascular disease: _____    
Coronary artery disease: _____    
Current smoker: _____ 
Alcohol abuse: _____ 
Substance abuse: _____ 
CVA: _____ 
COPD: _____ 
Cirrhosis: _____ 
Chronic kidney disease: _____ 
ESRD: _____ 
Current steroid use: _____ 
Current chemotherapy: _____ 
HIV/AIDS: _____ 
 
Admission Physiology: 
 
HR: _____   ED SBP: _____   ED MAP: _____   ED RR: _____   ED Temp: _____   ED GCS (total): ____  
 
Intubated (Y/N): _____   ISS: _____  AIS Abdomen: _____ 
 
Mechanism of injury (check one):   
 
Blunt:  
MVC: _____       
MCC: _____     
Fall: _____       
Assault: _____      



Ped vs. auto: _____      
Other: _____  
 
Penetrating:  
GSW: _____ 
Stab: _____ 
Other: _____ 
 
 
Admission Labs:  
 
Hgb: _____   Hct: _____   pH: _____   Base deficit: _____   Lactate: _____ 
 
Operative Variables: 
 
Time to OR > 6 hours (Y/N): _____   AAST grade of colon injury (I or II): _____    
 
Location of colon injury: ____________________   Fecal contamination (mild, moderate, severe): __________ 
Mechanism of repair (primary or resection with anastomosis): ___________________ 
  _______If resection, stapled or handsewn? 
 
Open abdomen (Y/N): _____   Total # abdominal surgeries: _____ 
 
Other intra-abdominal injuries (check all that apply):  
Small bowel: _____ 
Stomach: _____ 
Pancreas: _____ 
Diaphragm: _____ 
Liver: _____ 
Spleen: _____ 
Gallbladder: _____ 
Kidney: _____ 
Bladder: _____ 
Other: _____ 
 
MTP activation (Y/N): _____   Total # PRBCs 1st 24 hours: _____   Total # FFP 1st 24 hours: _____   
 
Total # platelets 1st 24 hours: _____     Total # cryo 1st 24 hours: _____    TXA (Y/N): _____ 
 
Antibiotic prophylaxis (single vs combination): __________    
Names of antibiotic(s): __________ 
 
Outcomes:  
 
Hospital LOS: _____   ICU LOS: _____   Ventilator days: _____ 
 
Hospital Disposition (check one): 
Home: _____ 
LTAC: _____ 
SNF: _____ 
Inpatient rehab: _____ 
Morgue: _____ 
Other: _____ 
 
30-Day Mortality (Y/N): ___    
 



Complications: (check all that apply) 
MI: _____ 
ARDS: _____ 
Sepsis: _____ 
SSI: _____ 
 _____ If yes, superficial, deep, or organ space? 
UTI: _____ 
Bacteremia: _____ 
Pneumonia: _____ 
Anastomotic leak: _____ 
Fascial dehiscence: _____ 
ECF development: _____ 
Unplanned trip to the OR:  _____ 
  __________________ If yes, operation performed? 
Unplanned ICU admission: _____ 

__________________ If yes, reason? 
 



 
 

EAST MULTICENTER STUDY  

DATA DICTIONARY 
 

Multi-Center Study of AAST Grades I and II Colon Injuries – Data Dictionary 
 
Data Entry Points and appropriate definitions / clarifications: 
 

Entry space    Definition / Instructions 

 
Standard Study Questions 
 
Site ID     Each site’s assigned number 
 
Enrolling Center    Name of institution where patient was treated 
 
Enrolling Co-Investigator  Name of investigator entering in patient data 
 
Demographics 
 
Admission Date    Date of hospital admission 
  
Record Number    6-digit number starting with site ID (2-001, 2-002 etc.) 
 
Age     Age of patient enrolled in years 
 
Gender     Gender of patient enrolled  
 
Race     Racial categories (per NIH standards) 
     American Indian or Alaskan Native 
     Asian 
     Black or African American 
     Native Hawaiian or Other Pacific Islander 
     White 
 
 
BMI      Body mass index, calculated from height and weight (kg/cm2) 
 
Pre-hospital comorbidities (check all that apply)  
 
Hypertension    Abnormally high blood pressure 
 
Diabetes mellitus A long-term metabolic disorder characterized by  

high blood sugar, insulin resistance, and  
relative lack of insulin 

 
Peripheral vascular disease A circulation disorder characterized by  

narrowing or blockage of blood vessels  
 



Coronary artery disease An impedance or blockage of one or more  
blood vessels that supplies blood to the heart  

 
Current smoker    If patient is an active smoker at the time  

of initial presentation, check yes  
 

Alcohol abuse A pattern of drinking that results in harm to  
one’s health, interpersonal relationships, or ability to work  

 
Substance abuse The harmful or hazardous use of psychoactive  

substances, including illicit drugs  
 
CVA Impaired blood flow to the brain due to an artery blockage or rupture that 

leads to the death of brain cells caused by lack of oxygen 
 
COPD     Long-term lung disorder that results in pulmonary compromise 
 
Cirrhosis Moderate to severe liver disease and dysfunction that has associated 

findings such as portal hypertension, ascites, encephalopathy, or 
variceal disease  

 
Chronic kidney disease   Moderate to severe kidney disease defined as a decreased GFR 
 
ESRD     End-stage renal disease requiring dialysis  
 
Current steroid use   Current use of any steroid medication at the time of admission 
 
Current chemotherapy   Currently on chemotherapy for any reason at the time of admission 
 
HIV/AIDS Human immunodeficiency virus (HIV) damages the immune system and 

can progress to acquired immunodeficiency syndrome (AIDS) which 
eventually leads to immune system failure 

 
Admission Physiology 
 
ED HR     First heart rate at time of presentation (BPM) 
  
ED SBP    First systolic blood pressure at time of presentation (mmHg) 
  
ED MAP    First mean arterial pressure at time of presentation (mmHg) 
 
ED RR     First respiratory rate at time of presentation  
 
ED temp    First temperature at time of presentation (Celsius) 
 
Intubated Patient was intubated by pre-hospital providers or required intubation in 

the emergency department  
 
ISS     Injury severity score, numerical value 
 
AIS abdomen     Abbreviated injury score, numerical value for abdominal region  
 
Mechanism of Injury (check one) 
 
Blunt     Single choice for best description of blunt  
     mechanism. Options include:  



MVC 
Peds (pedestrian) vs. auto 
Fall 
Assault 
MCC (Motorcycle Collision / Crash) 
Other 

 
Penetrating    Single choice for best description of penetrating  
     mechanism. Options include:  
 
     GSW (gunshot wound) 
     Stab 
     Other 
 
Admission Labs 
 
Hgb     First hemoglobin (g/dL) 
  
Hct     First hematocrit (%) 
 
pH First pH value (arterial preferred, venous acceptable if no arterial value 

available) 
 
Base deficit    First base deficit on an arterial blood gas (mEq/L) 
 
Lactate     First lactate (mmol/L) 
 
Operative Variables 
 
Time to OR > 6 hours  Check yes if patient was taken to the operating room more than 6 hours 

after time of presentation  
 
AAST grade of colon injury (I or II) Defined by the AAST Injury Scoring Scale  
     I: Hematoma- contusion or hematoma without devascularization 
     I: Laceration- partial thickness, no perforation 
     II: Laceration- laceration <50% of circumference 
 
Location of colon injury                List location of colon injury. Options include:  
     Cecum 
     Ascending colon 
     Hepatic flexure 
     Transverse colon 
     Splenic flexure  
     Descending colon 
     Sigmoid colon 
 
Fecal contamination   Found in the operative report, defined as mild, moderate, or severe  
 
Mechanism of repair  Primary repair (suture repair) or resection with anastomosis. If patient 

underwent resection with anastomosis, please note if they had a 
handsewn anastomosis or a stapled anastomosis  

 
Open abdomen     Temporary abdominal closure after initial trauma laparotomy 
 
Total # abdominal surgeries  Total number of intra-abdominal operations the patient underwent 

throughout their hospitalization  



 
Other intra-abdominal injuries (check all that apply) 
 
Small bowel    Associated small bowel injury  
Stomach    Associated gastric injury 
Pancreas    Associated pancreatic injury 
Diaphragm    Associated diaphragmatic injury 
Liver     Associated liver injury 
Spleen     Associated splenic injury 
Gallbladder    Associated injury to the gallbladder 
Kidney     Associated renal injury 
Bladder     Associated bladder injury 
Other 
 
MTP activation    Check yes if the massive transfusion protocol was initiated  
 
Total # PRBCs in 1st 24 hours Total units of packed red blood cells given within 1st 24 hours of patient’s 

hospital course  
 
Total # FFP in 1st 24 hours Total units of fresh frozen plasma given within 1st 24 hours of patient’s 

hospital course 
 
Total # platelets in 1st 24 hours  Total units of platelets given within 1st 24 hours of patient’s hospital 

course 
 
Total # cryo in 1st 24 hours Total units of cryoprecipitate given within 1st 24 hours of patient’s hospital 

course 
 
TXA     Check yes if tranexamic acid was given  
 
Antibiotic prophylaxis Antibiotics given at the start of the initial trauma laparotomy. Single drug 

therapy versus combination therapy with more than one agent  
 
Names of antibiotics  List the name(s) of the antibiotics given for prophylaxis in the operating 

room  
 
Outcomes 
 
Hospital LOS    Free text entry for number of consecutive days 
     patient hospitalized at initial admission (Day 
     of admission = hospital day #1)  
 
ICU LOS Free text entry for number of days patient required admission to the 

intensive care unit (Day of admission = hospital day #1) 
 
Ventilator days Free text entry for number of days patient required mechanical 

ventilation (Day of admission = hospital day #1) 
 
Hospital disposition Select disposition of patient. Options include:  
 Home 
 Long term acute care facility 
 Skilled nursing facility 
 Inpatient rehabilitation facility 
 Morgue  
 Other 
 



30-Day mortality Check if patient expired within 30 days after discharge  
 
Complications (check all that apply) 
 
MI Detection of a rise of cardiac biomarker values (preferably troponin) with 

at least one of the following: symptoms of ischemia, new or presume 
new significant ST-segment changes or new left bundle branch block, 
development of pathological Q waves in the EKG, imaging evidence of 
new loss of viable myocardium or new regional wall motion abnormality, 
identification of an intracoronary thrombus by angiography or autopsy 

 
ARDS Defined as occurring within 1 week of a known clinical insult or new or 

worsening respiratory symptoms. Must have new bilateral opacities, 
edema not explained by a cardiac source, and impaired oxygenation 
defined as mild 200 mmHg < PaO2/FiO2 < 300 mmHg with PEEP or 
CPPA >=5 H20, moderate 100 mmHg < PaO2/FiO2 < 200 mmHg with 
PEEP > 5 cm H2O, severe PaO2/FiO2 < 100 mmHg with PEEP or CPAP 
> 5 cm H20 

 
Sepsis Check if sepsis is documented during a patient’s hospital course  
 Severe sepsis: sepsis with associated organ dysfunction 
 Septic shock: sepsis with hypotension or hypoperfusion despite fluid 

resuscitation 
 
SSI  Defined as an infection occurring at the site of surgery within 30 days of 

the operation 
 Superficial surgical site infection: infection occurring in the skin where the 

incision was made  
 Deep surgical site infection: infection occurring in the tissue beneath the 

skin including the muscle and subcutaneous fat 
 Organ space infection: infection in a body organ or in a space between 

organs  
 
UTI Patient must have one of the following: positive urine culture that is >= 

105 microorganisms/mL of urine with no more than two species of 
microorganisms, or urine culture with 10 wbc/hpf 

 
 
Bacteremia Defined as two positive blood cultures that were drawn simultaneously  
 
Pneumonia Check if pneumonia reported during a patient’s hospital course. 

Confirmed by the presence of the following after 48 hours of 
hospitalization 
- Purulent sputum 
- Associated systemic evidence of infection, WBC > 11,000 or < 

4,000, fever > 100.4 degrees F / 38 degrees Celsius 
- Two or more serial chest radiographs with new or progressive and 

persistent infiltrate, consolidation, or cavitation  
- BAL with quantitative culture > 100,000 cfu/mL 

 
 
Anastomotic leak Development of a defect of the intestinal wall at the anastomotic site 

(including suture line or staple line) leading to a communication between 
the intra and extraluminal compartments  

 



Fascial dehiscence Separation of the fascial closure of an abdominal wound with the 
exposure of intraabdominal contents to the external environment  

 
ECF development Aberrant connection between the intra-abdominal tract and the skin  
 
Unplanned trip to the OR  Patient taken back to the operating room for an unplanned reason. Free 

text operation(s) performed. Exclude pre-planned, staged, or procedures 
due to incidental findings 

 
Unplanned ICU admission  Patient admitted to the intensive care unit for an unplanned reason or a 

decompensation. Free text reason for admission 
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