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	1. PROJECT TITLE

	Trauma and mild TBI in a pediatric population: A pilot longitudinal descriptive study assessing post-concussive symptoms, functional and quality of life outcomes


	2.
PRINCIPAL INVESTIGATOR 

	Susan Biffl, MD: Rady Children’s Hospital, San Diego; Rehabilitation Medicine Department


	3.
FACILITIES

	Rady Children’s Hospital, San Diego
This study intends on being a multi-center trial, with Rady Children’s being the site of record. As of now, no other sites have been formally recruited. However, as soon as we obtain IRB approval to start the study at Rady Children’s, other sites that have expressed interest in being a part of the study will be formally recruited. As we recruit these additional facilities, we intend on submitting amendments to this research plan. Additionally, those facilities will also be required to obtain IRB approval for this study as well. These studies will get access to REDCAP for transfer of data. 


	4.
ESTIMATED DURATION OF THE STUDY

	1 year


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

	This study aims to improve understanding of the constellation of symptoms surrounding traumatic injuries and mild TBI in pediatric and teen patients. This is a pilot, multicenter, longitudinal descriptive study with two cohorts to describe the natural history of post-concussive symptoms and quality of life in pediatric patients with trauma, with and without mild TBI. Total enrollment (across sites) will include 180 consecutive eligible patients, 30 with exposure to mild TBI and 30 without mild TBI in each of three age stratified groups. The three stratified age groups are as follows: 5-7 years (child), 8-12 years (pre-teen), and 13-17 years (teenager), with an aim of 60 patients (30 with and 30 without mild TBI) in each group. Subjects will be measured at three different time points: 7 days post injury, 2-3 weeks post injury, and 10-12 weeks post injury. This will provide a measurement of how symptoms progress over time. Improved understanding of outcomes following these injuries has the potential to improve the medical care that these patients receive by ensuring appropriate referrals, more focused treatment, and follow-up. These patients are often cared for by General, Acute Care, Orthopedic, Trauma, or other surgical providers who do not commonly provide brain injury rehabilitative care. Thus, the mild traumatic brain injury is often not a focus of the patient’s treatment.  

	6.
SPECIFIC AIMS

	We hypothesize that patients with concussion and trauma will experience post-concussive symptoms, and that these symptoms will be different from patients who experience trauma without concussion
Aim #1: To describe the natural history of post-concussive symptoms in the population of pediatric trauma patients, aged 5-17 years, with and without mild traumatic brain injury as measured on the Rivermead Post-Concussive Questionnaire at three time points, within 7 days post injury, at 2-3 weeks post injury, and at 10-12 weeks post injury. 

Aim #2: To describe functional and quality of life outcomes in the population of pediatric trauma patients, aged 5-17 years, with and without mild traumatic brain injury as measured by the Pediatric Quality of Life Inventory (PedsQL) at three time points, within 7 days post injury, at 2-3 weeks post injury, and at 10-12 weeks post injury.

	7.
BACKGROUND AND SIGNIFICANCE

	There are nearly 70,000 emergency department visits for pediatric traumatic brain injuries (TBI) yearly in the United States, with 75-85% of those in the category of mild TBI (mTBI). mTBI is typically defined as an injury to the brain from an external force, identified by a Glasgow Coma Scale (GCS) score of 13-15, disorientation, loss of consciousness (LOC) for no longer than 30 minutes, and/or post-traumatic amnesia (PTA) lasting no longer that 24 hours.1 mTBI has an adverse impact on physical, neurological, emotional, social, cognitive, educational, and behavioral domains of the patient.2 Much of the current literature on mTBI in the pediatric population has been focused on sports-related injury, falls, and motor-vehicle collision. Unfortunately, there is a paucity of research examining long term outcomes in pediatric polytrauma patients with and without mTBI.
Defining long-term outcomes in children with mTBI is controversial due to decreasing rates of hospitalization in these patients and low rates of health care providers making evidenced-based decisions regarding management of their symptoms. However, some evidence suggests that children with mTBI display persistent post-concussive symptoms (PCS), as compared to other trauma-related injuries.1 PCS involves a variety of cognitive, somatic, behavioral, and emotional complaints that can persist for months and sometimes years in some children. However, it important to consider that PCS has been extensively studied in pediatric non-polytrauma. Most of these patients are cared for by services addressing their polytrauma, such as Acute Care surgery or Orthopedics, but PCS may not be frequently identified or addressed. A study conducted by Hall looked at patients presenting with polytrauma with and without head injury. They found that 37% of patients with polytrauma and no diagnosis of head injury continued to endorse cognitive symptoms 3 months after injury and endorsed moderate to severe PCS symptoms, including insomnia, irritability, and fatigue. The rates of PCS symptoms did not differ between the group with and without head injury. The researchers suggested that their results indicate either that mTBI is underdiagnosed or that symptoms of PCS are not specific to head injury.
In the majority of studies, polytrauma and mTBI are excluded to allow for comparison of TBI and non-TBI populations. The study by Barlow et al. suggests that pediatric mTBI had a PCS rate of 11% 3 months post injury and 2.3% at 12 months post injury. However, this study excluded pediatric polytrauma. Additionally, these studies tend to focus on adult and military populations. For example, a study conducted by Ponsford et al. (2011), comparing PCS and functioning over time in a group of adult patients with and without mTBI revealed that the patients with mTBI experienced more frequent and severe PCS acutely and 1-week post injury relative to the trauma control group. A study conducted by Cassidy et al. (2014) on a population of individuals in an MVC reported a 24 % incidence of mild TBI after MVC. This study suggested that concussion may be a relatively common occurrence in trauma. This report is also consistent with a review of data from the National Trauma Data Bank examining blunt force trauma resulting in sternal injuries. This review found a 3.9% incidence of comorbid concussion.6 Thus, there is an urgent need to evaluate PCS in instances of polytrauma in children with and without mTBI.
There have been some pediatric studies that compared patients with trauma to patients with mTBI. However, there have not been studies comparing pediatric trauma patients with or without mTBI. A study of executive functioning in adolescents compared typically developing controls, isolated orthopedically injured (OI) patients, and patients with mTBI separated into groups with high and low scores on the Rivermead Post-Concussion Symptom Questionnaire.7 Results revealed similarities between patients with OI, mild TBI, and high levels of PCS. Similarly, a study by Rieger on pediatric patients from 8-17 years of age compared mTBI and OI. This study found more elevated levels of PCS initially in the mTBI group compared with the OI group. At 3 months, there was no difference between groups in symptoms; however, both reported more PCS than expected. This could be related to the trauma experience, medication effects, or other potential confounding variables. 

Unfortunately, to date, there are no studies examining the effects of extra-cranial injuries on PCS development in pediatric patients with mTBI. It is also possible that the traumatic experience or medication effects create a similar symptom profile in pediatric trauma patients with and without mTBI. Ongoing, unrecognized PCS might impact patient functionality, ability to return to an educational setting, and ability to recover after polytrauma. Further studies on efficacy of identifying and managing PCS in this population could contribute to improvement in patient care. 

Another domain that is impacted by mTBI in pediatric polytrauma patients is health-related quality of life (HRQL). HRQL is a construct encapsulating the impact of disease/injury on physical, emotional, social, and school well-being. Research on long-term outcomes of HRQL has suggested an overall depressed HRQL for children with TBI of any severity at 1-5 years postinjury compared to normal controls.2 These deficits are most commonly observable up to a year post-injury and tend to improve over time.8 However, recovery is primarily centered around improvement in physical domains, but less is known about which aspects of emotional or HRQL recovery should be of primary concern. It also remains unclear which specific aspects of HRQL are affected by pediatric TBI and at what point in time specific deficits emerge and/or resolve. Thus, more research is needed to tease about this relationship between TBI and HRQL in a pediatric population


	8.
PROGRESS REPORT

	Initial data collection reflects that this study is feasible and acceptable in a community hospital setting. 


	9.
RESEARCH DESIGN AND METHODS

	A. Outcome Measures
· Demographics: a demographic screening questionnaire will be utilized for all patients. This questionnaire will obtain information regarding age, sex, grade in school, ethnicity, race, language, medical history, psychiatric history, and medications. Information will also be obtained about the treatment setting, such as Trauma designation, pediatric specialty hospital or general hospital, urban or rural setting, as well as the treatment team and whether providers with a focus on brain injury rehabilitation were involved in the care of the patient. 
· Pediatric Quality of Life Inventory (PedsQL): This is a modular instrument for measuring health related quality of life in children, 2-18 years of age. There is an associated form for parents to report the child’s symptoms. The generic core scales form of the survey will be used in this study. This form consists of 23 items rated on a 5-point Likert scale, ranging from 0 (never a problem) to 4 (almost always a problem). This form evaluates physical, emotional, social, and school functioning. The PedsQL is a well validated and reliable measure of pediatric health-related quality of life

· Rivermead Post-Concussive Symptoms Inventory: This questionnaire assesses the most common post-concussive symptoms with questions framed around different age demographics. It includes separate scales for ages 5-7, 8-12, and 13-18. The forms focuses on symptoms in the cognitive, emotional, sleep, and physical domains. For children aged 5-12, the scale assesses PCS severity with a 3-point response format ranging from 0 (none) to 2 (a lot). For children aged 13-18, the scale assesses PCS severity with a 6-point response format. Inter-rater reliability and internal consistency on the child report scale is moderate to high. This scale is also well-validated in a pediatric and adolescent population
*All instruments will be obtained in a Spanish language format or translated by a certified interpreter*

B. Description of Population to be Enrolled:

The participants in this multi-center, observational study will be patients willing and eligible from the following population: patients 5-17 years of age admitted following trauma. Eligible patients will be identified by trained staff in the Emergency Department, PICU, Pediatric, Orthopedic Surgery, Neurosurgery or Trauma Surgery departments. However, these departments will vary depending on each site involved in the study and what types of traumas are occurring. We plan to enroll 180 participants total between all facilities involved in this study, stratified by age and presence or absence of mild TBI. This site plans to enroll at least 40 participants. As the study progresses and enrollment numbers for a particular group are met, inclusion and exclusion criteria will be changed as follows to facilitate recruitment for the groups that are incomplete. 

Inclusion Criteria: 

· Ages 5-17

· Trauma: defined by a moderate to severe injury in a minimum of one body region; including face, head/neck, chest, abdomen, pelvis, and extremities; not including mild TBI
· Determination of presence of absence of mild TBI: defined by GCS 13-15, LOC < 30 minutes, mechanism of injury consistent with head trauma

Exclusion Criteria:

· Moderate to severe TBI: defined by GCS < 13, LOC > 30 minutes, PTA > 1 days

· Concussion within the last 3 years

· Poorly controlled migraine disorder

· History of developmental disorder

· Psychiatric history including major depressive disorder, anxiety disorder, bipolar disorder, or schizophrenia endorsed by patient, family, or in chart review

C. Study Design and Research Methods
Design: A pilot, multicenter, longitudinal descriptive study with two cohorts to describe the natural history of post-concussive symptoms and quality of life in pediatric patients with trauma, with and without mild TBI. Total enrollment of 180 consecutive eligible patients, 30 with exposure to mild TBI and 30 without mild TBI in each of three age stratified groups. The three stratified age groups are as follows: 5-7 years (child), 8-12 years (pre-teen), and 13-17 years (teenager), with an aim of 60 patients (30 with and 30 without mild TBI) in each group. Subjects will be measured at three different time points: 7 days post injury, 2-3 weeks post injury, and 10-12 weeks post injury. This will provide a measurement of how symptoms progress over time. 
Procedures: 

· Screening procedures: As a patient comes into the hospital for a trauma, their medical care provider will notify the patient of our study to determine if they are interested in participating and being contacted by the research team. If they are interested and eligible for our study, the medical care provider will inform us and provide us with the patient’s name. The study personnel will review the patient’s chart to assess for study inclusionary/exclusionary criteria. This screening process, which will be conducted by a member of the research team, may include a review of medical records and/or an in-person interview. We will be requesting a partial HIPPA and consent waiver to allow for this screening process to occur.
· Assessment Procedures: Once screening procedures have been completed, we will contact the family so we can meet with them while the child is still in-patient. We will use the demographic form to gather information about the child. Then, a member of the research team will explain the procedures to the patient and parent/legal guardian. If the patient and guardian(s) decide to participate, informed consent will be obtained and HIPAA authorization will be signed. Participants will be given ample time to ask questions. All patients who sign a consent form and HIPAA authorization will be given a signed and dated copy. Authorization to collect protected patient health information (PHI) will also be obtained, and a signed and dated copy of the release will be provided to the participant.
· The medical record will be used to complete portions of the demographic form. The form will be destroyed if HIPAA authorization or subject consent to participate is not obtained. 

· Time Point 1: Individuals will be contacted in person within 1-week of injury for administration of baseline measures (PedsQL and PCSI). All responses to survey questions will be recorded directly into REDCAP. 

· Time Point 2 (2-3 weeks post injury) and Time Point 3 (10-12 weeks post injury): Participants will be contacted over the phone by a trained member of the research team. The administration of the measures and interview will occur in person in a private location, or over the phone with the study representative in a private location. All responses will be recorded directly into REDCAP. Any paper information will be stored in a secure location (Dr. Biffl’s locked office). A member of the research team will administer all of the measures. 

D. Data Analysis Plan
Demographic characteristics will be reported as means and standard deviations; medians and ranges; and proportions, as appropriate. A within-subjects repeated measures model will be utilized to describe PCS, functional outcomes and quality of life over the course of the study. Within-subjects repeated measures designs minimize error and maximize power by accounting for the dependency in the data and allow the inclusion of baseline assessments, for control over where the participants began (i.e., those with a more severe starting point will have more room for improvement). All measures will be scored using standard methods to assess within-subject change. 

· Missing Values: In instances in which participants fail to complete occasional items on questionnaires, scale scores will be prorated. If participants omit numerous or all items on a particular measure, their scale scores will be set to missing and they will be omitted from analyses involving that measure. 

The information we collect from the surveys and the information from the patient’s medical record gathered for this study may also be kept for future research purposes that are separate from this specific study. No information that would allow others to identify the child will be included with the information. All identifiable information (e.g., subjects name, contact information, etc. and the link between the subject’s ID number and identifiable information) will be destroyed upon completion of this study. All data stored will be completely de-identified. 

As soon as we have finished recruiting sites for this multi-center study, we will integrate a formal process of communicating amongst sites. This will be done through secure emails and/or phone calls. This will allow us to be able to have a way to inform other sites about changes to the protocol, or changes/information that might need to be shared (e.g., unanticipated problems, adverse events, etc.) 



	10.
HUMAN SUBJECTS

	The participants in this multi-center, observational study will be patients willing and eligible from the following population: patients 5-17 years of age admitted following trauma. Since the patients fall under the age of 18, this study falls under section 404 of 45 CFR Subpart D indicating that the research is not greater than minimal risk. Eligible patients will be identified by trained staff in the Emergency Department, PICU, Pediatric, Orthopedic Surgery, Neurosurgery or Trauma Surgery departments. We plan to enroll 180 participants stratified by age and presence or absence of mild TBI across all sites. The site at RCHSD will aim to enroll at least 40 participants. As the study progresses and enrollment numbers for a particular group are met, inclusion and exclusion criteria will be changed as follows to facilitate recruitment for the groups that are incomplete. 
Inclusion Criteria: 

· Ages 5-17

· Trauma: defined by a moderate to severe injury in a minimum of one body region; including face, head/neck, chest, abdomen, pelvis, and extremities; not including mild TBI

· Determination of presence or absence of mild TBI: defined by GCS 13-15, alteration of consciousness < 30 minutes, mechanism of injury consistent with head trauma

Exclusion Criteria:

· Moderate to severe TBI: defined by GCS < 13, LOC > 30 minutes, PTA > 1 days

· Concussion within the last 3 years

· Poorly controlled migraine disorder

· History of developmental disorder

· Psychiatric history including major depressive disorder, anxiety disorder, bipolar disorder, or schizophrenia endorsed by patient, family, or in chart review


	11.
RECRUITMENT AND PROCEDURES PREPARATORY TO RESEARCH

	Providers caring for children and teens with or withour TBI will identify eligible participants after they have been admitted for a trauma. These providers will inform us of potentially eligible patients they are treating. If an investigator has a treatment relationship with the potential subject, the subject will be recruited directly. A partial HIPAA waiver is being requested so a member of the research team can review the chart of the identified patients, through EPIC, for information regarding their age and injury characteristics (eligibility criteria). This will allow the member of the research team to determine appropriateness of recruiting the patient to participate in the study. If the patient qualifies to be included in the study, the member of the research team will contact the family to see if they are interested in participating in the study. If not, all of the demographic information gathered through chart review will be immediately destroyed. 

PHI that will be gathered during chart review include the following: name of patient, medical record number, contact information, and inclusion/exclusion criteria listed in section 10 of this research plan.
Within 1 week of injury, eligible participants will be contacted by a member of the research team with information regarding the study. Potential participants and their parent or guardian will be able to convey continued interest regarding participation to the member of the research team. Once such interest is conveyed, a member of the research team will arrange a time to meet with the patient during the admission to conduct pre-screening process for inclusion/exclusion criteria and obtained informed consent. This may occur at the same time as the initial in-person contact. 
Waiver of HIPAA will be utilized for the recruitment portion of the study so we can screen patients. However, once patients are scheduled for an appointment, they will be consented and asked to sign a HIPAA authorization for their participation. 

We are requesting a partial waiver of HIPAA authorization only for the recruitment portion of the study per the following justifications:

a. The use of disclosure of PHI involves no more than minimal risk. - This study poses only minimal risk. The only risk to the use of PHI is a breach of confidentiality. Section 16 discusses the steps we will take to ensure patients’ privacy.

b. Granting waiver will not adversely affect privacy rights and welfare of the individuals whose records will be used. - The patients’ welfare will not be affected. Administration of the surveys in this study is very safe and has no additional risks to the welfare of the patients who will be asked to complete them. All possible methods to ensure confidentiality will be employed with the collection of chart data including de-identification of the true dataset, thus any increase to the risk of confidentiality violation is very minimal and not at all anticipated.

c. The project could not practicably be conducted without a waiver. –  Since some of these patients will be referred to us by other medical providers in the hospital and we do not have direct access to their PHI, this waiver will allow us to get pertinent information about the participants in order for them to participate in the study. To reduce burden and risk of loss of confidentiality we do not think this portion of the study can be done without a waiver. 

d. The project could not practicably be conducted without the use of PHI. – Because we are examining patients with a variety of trauma and causes of their TBI, we need to have access to patients in other departments around the hospital. Without this information, we would not be able to get into contact with potential participants recommended by other medical care providers in these departments. It would not be possible to accomplish this without the waiver. 

e. Privacy risks are reasonable relative to anticipated benefits of research. There is very little risk of loss of privacy and confidentiality. Although we need to keep the patients name and contact information in order to complete the follow-ups, this information will be highly protected in an excel log stored on the encrypted RCSHD rehabilitation medicine shared drive. Patients will be de-identified once they have completed the study. Furthermore, since this will be a multi-site study, only the respective site will have access to identifiable information of each participant. Other sites will only have access to de-identified data. 
f. An adequate plan to protect identifiers from improper use and disclosure is included in the research proposal. – Only those listed in Section 21 will have access to PHI. Measures to ensure patient confidentiality are outlined in Section 16.

g. An adequate plan to destroy the identifiers at the earliest opportunity, or justification for retaining identifiers, is included in the research proposal. – Patient identifiers will be destroyed at the completion of the study.
h. The project plan includes written assurances that PHI will not be re-used or disclosed for other purposes. This project will not reuse or disclose PHI for any purposes other than those listed in this research plan. 
i. Whenever appropriate the subjects will be provided with additional pertinent information after participation. This does not apply to this project.
We are requesting a partial waiver of consent for this study per the following justifications:

1. The use of disclosure of PHI involves no more than minimal risk: This study poses only minimal risk. The only risk with the retrospective portion of this study is a breach of confidentiality. Section 16 discusses the steps we will take to ensure their privacy.
2. Granting waiver will not adversely affect privacy rights and welfare of the individuals whose records will be used: The patients’ welfare will not be affected. Administration of the surveys in this study is very safe and has no additional risks to the welfare of the patients who will be asked to complete them. All possible methods to ensure confidentiality will be employed with the collection of chart data including de-identification of the true dataset, thus any increase to the risk of confidentiality violation is very minimal and not at all anticipated.
3. The project could not practicably be conducted without a waiver. Since some of these patients will be referred to us by other medical providers in the hospital and we do not have direct access to their PHI, this waiver will allow us to get pertinent information about the participants in order for them to participate in the study. To reduce burden and risk of loss of confidentiality we do not think this portion of the study can be done without a waiver
4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation: This does not apply to this project


	12.
INFORMED CONSENT

	Because this study is designed to involve a vulnerable population (ages 5-17), legal guardians will provide consent, while minor children will provide assent. After a member of the research team has determined that a patient is eligible for inclusion in this study, they will contact the patient and/or their family to see if they are interested in participating. If so, a member of the research team will arrange a time to meet with the patient and family while they are still admitted to the hospital to sign consent and HIPAA forms. 
Once a patient agrees to be part of the study they will be consented in and asked to sign a HIPAA authorization form. 

1. Informed consent will be obtained by a member of the research team, who will ensure that each subject is fully informed about the goals and potential risks of the project. The testing procedure will be explained to each subject, and each subject will be informed that they may withdraw from the study at any time. 

2. There will be no coercion or undue influence to sign the consent form.

3. The language of the consent form will be targeted for English and Spanish speaking population. The consent form will be written at an 8th grade education level.

4. All HIPAA form authorizations will be kept in a locked office in the RCHSD Rehabilitation medicine main offices.

5. Assent will be obtained from subjects as well as consent from a legal guardian.

6. The information being communicated will not include exculpatory language through which the participant or legally authorized representative is made to waive or appear to waive any of the participant’s legal rights. 
7. The investigator or designee must have successfully completed the IRB certification on human subjects consenting and rehearsed under the supervision of one of the investigators. 
 All identifying information on consent forms will be kept in a locked office where access will be strictly controlled. Other research records will be stored on a secure password protected network drive at Rady Children's Hospital San Diego. Only the investigators in this project will have access to these records.

	13.
ALTERNATIVES TO STUDY PARTICIPATION

	Since this is not a treatment study, the only alternative to study participation is not to participate.



	14.
POTENTIAL RISKS

	1) Psychological distress from the interview process and content of the questionnaires
2) Fatigue and eye strain from taking the questionnaires
3) Potential loss of confidentiality due to data collection from electronic records. However, this risk will be minimized as outlined in section 16.


	15.
RISK MANAGEMENT PROCEDURES AND ADEQUACY OF RESOURCES

	1) Psychological distress: It is not believed that participating in the study places any of the subjects at increased risk. However, given that participants will be recovering from traumatic injuries and in some cases mTBI, the interview process could cause psychological distress. Furthermore, the content of the questionnaires may also cause mild distress to the participants. In this event, participants will be encouraged to bring up complaints with their primary care physicians and treatment team. However, previous studies in similar populations have not noted any adverse effects with administration of the Rivermead or PedsQL in the pediatric population. 
2) Fatigue and/or eye strain: Participants will be given optimal amount of time to take the surveys. If they should feel fatigued or strained, they will be given a break to refresh themselves before continuing with the survey questions. However, since the measures are relatively short, it is not anticipated that participants will feel any significant levels of fatigue. 
3) Confidentiality: Procedures will be followed to minimize the possibility of a breach of confidentiality; these are outlined in Section 16.



	16.
PRIVACY AND CONFIDENTIALITY CONSIDERATIONS INCLUDING DATA ACCESS AND MANAGEMENT

	The information collected as part of this study involves no more than minimal risk and will not compromise the

privacy and welfare of the patients. Only those personnel associated with the study will have access to identifiable data.
Identifiable data (name, MRN, and contact information) will be kept on a separate excel log to ensure patient confidentiality. This log will be kept the encrypted, password protected RCHSD network drive. This information will be kept to keep track of subject ID numbers and to keep track of contact information to facilitate follow-ups with the participants. Only Dr. Biffl, Dr. Skalsky, and Emily Ewing will have access to this excel document containing PHI. As soon as the participant has finished all follow-ups, their information will be destroyed. 

All other de-identified data will be entered into the REDCAP data storage system through UCSD behind their firewall by study personnel. All information from phone calls made from a private location will be entered directly into REDCAP and not stored on a paper copy. Any hard copies of paperwork, such as the signed consent forms with identifying information will be stored in a secured location and destroyed 7 years after termination of study according to local regulations. No patient identifiers will be used in the publication or presentation of the research project.

As we recruit sites to participate in this multi-center trial, we will eventually be required to transfer data between sites. We will have study personnel at the respective sites sign up for REDCAP. All data transfers will occur through REDCAPs encrypted network. The only data that other sites will have access to will be de-identified. Other sites will not have any access to names, contact information, or medical record numbers for study participants. However, other sites will have access to all other data collected in this study.


	17.
POTENTIAL BENEFITS

	Participating in this study does not have any direct benefit to the participant. However, participation in this study will greatly contribute to scientific knowledge regarding the course of PCS and quality of life in pediatric trauma patients with and without mild TBI. Improved understanding of outcomes following these injuries has the potential to improve the medical care that these patients receive by ensuring appropriate referrals, focused treatment, and follow-up.


	18.
RISK/BENEFIT RATIO

	Risks to subjects are minimal to non-existent. While the benefits to participation may greatly contribute to scientific knowledge regarding the course of PCS and quality of life in pediatric trauma patients with and without mild TBI. We believe the benefits outweigh any potential risks. 


	19.
EXPENSE TO PARTICIPANT

	There will be no expenses to subjects other than the time and transportation needed to get to the clinic where they will participate in the study. 


	20.
COMPENSATION FOR PARTICIPATION

	There will be no compensation for participation.


	21.
PRIVILEGES/CERTIFICATIONS/LICENSES AND RESEARCH TEAM RESPONSIBILITIES

	· Susan Biffl, MD-Principal Investigator: Dr. Biffl will provide support and guidance for the study progression, will assist in carrying out the completion of the study, and will assist in the analysis, presentation, and publishing of the data. She will have access to PHI.
· Andrew Skalsky, MD-Co-PI: Dr Skalsky will provide support and guidance for the study progression and assist in carrying out the completion of the study. He will have access to PHI. 
· Emily Ewing, MA-Research Coordinator: Emily will be the primary contact person. She will also help enroll patients in the study, schedule appointments, and administer tests and surveys, calculate and analyze data, and will assist with the publication process. She will have access to PHI. 


	22.
BIBLIOGRAPHY

	[1] Emery CA, Barlow KM, Brooks BL, et al. A systematic review of psychiatric, psychological, and behavioral outcomes following mild traumatic brain injury in children and adolescents. The Canadian Journal of Psychiatry. 2016;61(5):259-69.

[2] Brown EA, Kenardy J, Chandler B, Anderson V, McKinlay L, Le Brocque R. Parent-reported health-related quality of life in children with traumatic brain injury: A prospective study. Journal of Pediatric Psychology. 2015;41(2):244-55. 

[3] Hall EC et al.  How are you really feeling? A prospective evaluation of cognitive function following trauma. Journal of Trauma Acute Care Surg. 2013;76(3): 859. 

[4] Ponsford J, Cameron, P, Fitzgerald M, Grant M, Micocka-Walus A. Long-term outcomes after uncomplicated mild traumatic brain injury. Journal of Neurotrauma. 2011;28:937-46. 

[5] Cassidy,J et al. Population-based, inception cohort study of the incidence, course, and prognosis of mild traumatic brain injury after motor vehicle collisions. Arch of Phys Med and Rehab 2014;95(3Suppl 2):278-85

[6] Oyetunji,T et al. Associated injuries in traumatic sternal fractures: a review of the National Trauma Data Bank. Am Surg 2013 79(7): 702-5

[7] Hanten,G et al. Updating memory after mild traumatic brain injury and orthopedic injuries. J Neurotrauma. 2013, 30:618-624.

[8] Moran LM, Taylor HG, Rusin J, et al. Quality of life in pediatric mild traumatic brain injury and its relationship to postconcussive symptoms. Journal of Pediatric Psychology. 2012;37(7):736-44. 


	23.
FUNDING SUPPORT FOR THIS STUDY

	No funding is needed to conduct this study.


	24.
BIOLOGICAL MATERIALS TRANSFER AGREEMENT

	N/A


	25.
INVESTIGATIONAL DRUG FACT SHEET AND IND/IDE HOLDER

	N/A


	26.
IMPACT ON STAFF

	There will be no significant impact on staff.


	27.
CONFLICT OF INTEREST

	There are no conflicts of interest of any members of the research team.


	28.
SUPPLEMENTAL INSTRUCTIONS FOR CANCER-RELATED STUDIES

	N/A

	29.
OTHER APPROVALS/REGULATED MATERIALS

	N/A


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

	All subjects are under the age of 18, requiring consent from their parent or legal guardian to participate in the study.
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