Protocol Title: SAFETY study in Ukraine
Date: 13 November 2025

PROTOCOL TITLE: SAFETY: Stabilization points to third hospital line Assessment oF the impact of the usg
of Infrascanner Model 2500 to provide decision support for diagnosis/screening of Traumatic Brain InjurY in
Ukraine

SECTION A: RESEARCH TEAM AND LOCATIONS

A1. RESEARCH TEAM

Study Role Institution/Company and Contact Information
Sponsor Organization/Institution/Company: USARMY USAMRMC

Address: 810 Scheider Street, Fort Detrick, MD 21702
Point of Contact:
Name and Degree: Dr. James B. Phillips
Title: Head of Neurotrauma, Combat Casualty Care
Phone Number: (240) 529-7264
Email: james.b.phillips10.civ@health.mil
Principal Name, Rank, and Degree: Dr. Baruch Ben-Dor
Investigator Title: CEO
Institution: InfraScan, Inc.
Address: 3508 Market St, Philadelphia, PA 19104
Phone Number: (610) 608-3112
Email: bbendor@infrascanner.com
Clinical Principal Name, Rank, and Degree: Dr. Dmytro Dmytriiev, Professor, MD, PhD, MBA
Investigator Title: Anesthesiologist, Chief of Pain Medicine department
Institution: Vinnytsia City Clinical Hospital named after M.I.Pirogov of Vinnitsya
Regional Council
Address: Vinnytsia, Ukraine
Phone Number: +380674309449
Email: mddmytriiev@gmail.com
Clinical Associate = Name, Rank, and Degree: Dr. Andrii Sirko, Professor, MD, PhD.
Investigator(s) Title: Head of the Center of Cerebral Neurosurgery
Institution/Company: Dnipropetrovsk Regional Clinical Hospital named after I.I.
Mechnikov of Dnipropetrovsk Regional Council
Address: Sqg. Soborna 14, Dnipro, Ukraine
Phone Number: + 3800505583055
Email: neurosirko75@gmail.com
Clinical Associate = Name, Rank, and Degree: Dr. Kostiantyn Humeniuk, COL
Investigator(s) Title: Chief Surgeon of the Armed Forces of Ukraine
Institution/Company: Ukrainian Military
Address: Kyiv, Ukraine
Email: gkv73@ukr.net
Consultant Name, Rank, and Degree: Dr. John Holcomb, COL (ret)
Title: Trauma Surgeon
Institution/Company: UAB (University of Alabama in Birmingham)
Phone Number: (281) 865-8732
Email: JBHolcomb@uabmc.edu
Consultant Name, Rank, and Degree: Dr. Alex Valadka
Title: Director of Neurotrauma
Institution/Company: UTSW (University of Texas Southwestern)
Phone Number: (713) 899-6177
Email: Alex.Valadka@UTSouthwestern.edu
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A2. ROLES AND RESPONSIBILITIES

A2.1 MTEC Grantee, Principal Investigator

Name: Baruch Ben-Dor, PhD., President/CEQ, Infrascan, Inc.

Study Responsibilities: Responsible for the development and commercialization of the Infrascanner
device. As the prime grantee, InfraScan, Inc. is responsible for the grant administration of the overall project
driver and authority on decisions related to the use of the product’s results to aid in decision support in the care
of humans in combat and civilian settings in Ukraine. InfraScan, Inc. is responsible for all financial and
administrative functions of the grant and will manage the IRB and FDA approval processes in the U.S.
InfraScan will work with the Ukrainian team from August Mission (AM), Dr. Dmytriiev (Clinical PI), Dr. Sirko and
Dr. Humeniuk (Clinical Associate-Pls) to receive approvals from the relevant Ukraine regulators. InfraScan will
provide the product itself, the training (in Poland), and ongoing coaching of the Site Pls and team for this
observational, implementation science study utilizing the Infrascanner to detect brain bleeds and hematomas in
civilian and military settings.

A2.2 Clinical, Principal Investigator

Name: Dr. Dymtro Dmytriiev

Study Responsibilities: Responsible for conducting the study according to the protocol and maintaining
a list of appropriately qualified persons to whom significant study-related responsibilities have been delegated.
Perform and review data analysis and participate in result dissemination.

A2.3 Clinical, Associate Investigator(s)

Name(s): Dr. Andrii Sirko
Study Responsibilities: Responsible for the conduct of the study and data collection in accordance with
the protocol. Perform and review data analysis and participate in result dissemination.

Name(s): Dr. Kostiantyn Humeniuk, COL
Study Responsibilities: Responsible for the conduct of the study and data collection in accordance with
the protocol. Perform and review data analysis and participate in result dissemination.

A2.4 Consultants

Name(s): Dr. John Holcomb (American), Dr. Alex Valadka (American)
Study Responsibilities: Drs. Holcomb and Valadka will provide support to the design and the conduct
of the study and serve as advisors to InfraScan.

A2.5 Logistic Subcontractor

Name(s): Jarvis Mak, Lina Belei, and Colleen Copple, August Mission

Study Responsibilities: August Mission (AM) has the Ukrainian staff on the ground with the know-how,
relationships with the Ministries of Health and Defense, and Chief Surgeon of the Armed Forces of Ukraine, as
well as numerous healthcare facilities, universities, and experienced principal investigators. AM will arrange
Infrascanner training in Poland, facilitate monthly virtual project team meetings, conduct weekly onsite project
oversight, grant compliance, and support grant reporting.

A3. RESEARCH LOCATIONS

Three Ukrainian trauma centers (first-, second-, and third-line hospitals/Roles 3 and 4) connected to about
five stabilization points (Role 2) will be the site for the clinical data collection. Data will be collected at the
bedside in Ukraine using Case Report Forms (CRF). All text from the radiologist reports will be entered on the
CRF, and the forms and CT scans will be uploaded via a secure file exchange service. The data will be sent to
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The University of Alabama at Birmingham (UAB) for analysis. All received data will be entered into a REDCap
database managed by UAB.

Before initiating the Device phase, a dedicated group of Ukrainian nurses will be trained as "superusers" in
Rzeszow, Poland. These "superusers" will be able to not only use the device, but also be able to orient others
with the device and conduct training. The trained superusers will perform onsite training and conduct user
proficiency evaluations.

A4. MULTISITE RESEARCH

The selected hospitals are high-quality, high-volume facilities that manage to deal with high numbers of
combat casualties. The clinical principal investigators and both NATO Role 4 hospitals have led or participated
in high volumes of clinical trials and have published peer-reviewed journal articles.

Lead Site: Vinnytsia M.l. Pyrohov Regional Clinical Hospital (Vinnytsia)

Lead Site Investigator: Dr. Dymtro Dmytriiev

IRB that will review for the lead site: The Hospital has a local Helsinki ethics committee

Function/Role of Lead Site: The hospital provides Role 4 North Atlantic Treaty Organization (NATO)
medical support and serves as the main clinical base for Vinnytsia National Pirogov Memorial Medical
University, and it receives a high number of combat and civilian-related injuries. To date, over 100
clinical trials have been conducted at this high-volume site that partners with a local university to
support postgraduate clinical education. Doctoral students are onsite and able to participate in research
projects and data collection. Dr. Dmytriiev's team is able to support the efforts needed to monitor the
use of the Infrascanner in a forward theater setting.

Performance Site: Mechnikov Dnipropetrovsk Regional Clinical Hospital (Dnipro)

Performance Site Investigator. Dr. Andrii Sirko

IRB that will review for the Performance Site: The Hospital has a local Helsinki ethics committee

Function/Role of Performance Site: This hospital currently serves to treat combat and civilian-related
injuries. Dr. Sirko's team has the experience and capacity to collect research-related data. This site's
structure is similar to that of a NATO Role 4 site.

Performance Site: Mobile Military Hospital (to be determined)

Performance Site Investigator. Dr. Kostiantyn Humeniuk

IRB that will review for the Performance Site: Medical Ethics Commission of the Ukrainian Military
Medical Academy

Function/Role of Performance Site: Mobile hospitals provide NATO Role 3 medical care and are
used in combat areas to triage and treat patients. Dr. Humeniuk will ensure that the data is collected at
the bedside.

Performance Site: Military Stabilization Points (to be determined)

Performance Site Investigator. Dr. Kostiantyn Humeniuk

IRB that will review for the Performance Site: Medical Ethics Commission of the Ukrainian Military
Medical Academy

Function/Role of Performance Site: Field stabilization points are dynamic sites for triage and initial
treatment, providing NATO Role 2 medical support. Dr. Humeniuk will ensure that the Infrascanner
device is used when possible and per protocol.
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SECTION B: RESEARCH METHODOLOGY
B1. ABSTRACT

The Infrascanner model 2500 is a handheld, noninvasive device that is FDA-cleared to detect traumatic
intracranial hematomas. FDA clearance K200203 was issued in 2020, K211617 added pediatric age group to
the IFU in 2022, and K241389 approved higher laser power use to address dark skinned patients in 2024. This
non randomized observational study aims to evaluate the utility of this device by evaluating its ability to
provide decision support information to optimize care for patients with suspected traumatic intracranial
hematomas. It is important to note that the intended use of the device is in accordance with its FDA approved
indication. The intent is to generate actionable knowledge that along with standard clinical signs, facilitates the
early detection of intracranial hemorrhage (ICH) in patients with suspected traumatic brain injury (TBI) in a
combat setting. The ultimate goal is to modify and optimize international protocols for inexpensive, bedside,
portable, and noninvasive detection of traumatic ICH in conflict zones across the globe.

This multicenter, prospective, observational, implementation science study will evaluate the field utility of
the Infrascanner Model 2500 in an active combat setting using a pragmatic, sequential research design
consisting of two phases—baseline phase and device phase. Using the current Ukrainian medical care system,
patients with suspected TBIs will be monitored, and their outcomes will be tracked using standard-of-care
practices (baseline phase). After the baseline data collection period is complete, an amendment to the protocol
will be submitted to initiate the device phase. After tarining and upon approval, the Infrascanner device will be
deployed to the facilities described above to provide health care providers with additional decision support, and
the impact of its use will be compared to the baseline data. The outcome of interest is the time from admission
at each enrollment study location to a definitive CT scan diagnosis of ICH. We hypothesize that the use of
the device will provide decision support to health care providers, decrease the time to traumatic ICH
detection, thus enabling more expedient care.

This prospective study will include all patients with suspected combat-related head trauma identified by
clinical signs of TBI, such as decreased GCS score, abnormal pupil exam, and/or asymmetrical motor exam,
on admission to the clinical enroliment site (mobile hospital or regional clinical hospital) regardless of the
presence of pharmacologic sedation. At the Vinnytsia hospital (Role 4), combat polytrauma preoperative
patients will also be screened. Exclusion criteria include evidence of extensive scalp injury, including
lacerations, avulsions, or abrasions that prevent proper placement of the Infrascanner device on a subject's
head or prevent placement of the device in the specified locations.

During the baseline phase (Figure 1), a total of up to 300 subjects will be enrolled from the stabilization
points, the mobile/first-line hospital, the second-line hospital and the third-line hospital. Baseline data on the
time from admission at each enroliment study location to a definitive CT scan diagnosis of ICH and treatment
and early outcomes will be collected.

Once the baseline phase is complete and the amendment for the device phase is approved, it will be
initiated. During this device phase, the Infrascanner will be deployed to stabilization points and the three levels
of care (mobile hospitals and regional clinical hospitals). Data collection will continue until a total of up to 300
subjects are enrolled in the device phase for the three levels of care. All data collection at the baseline and
device phases will occur at the same locations, and the data elements will be identical, except for Infrascanner
data collected during the device phase.

By comparing data from the baseline and device phase, we will assess the utility of the device to provide

decision support information to providers and potentially reduce time to definitive diagnosis by CT scan and
thus treatment, as well as the association between Infrascanner use and early patient outcomes.
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Figure 1. Overall Research Design
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B3. MILITARY RELEVANCE

The Infrascanner is a TBI clinical decision assist device for detection of traumatic intracranial hematomas
(Robertson 2010; Gramer 2023). The Infrascanner is FDA-cleared and has a very specific application in
detecting traumatic intracranial hematomas where timely triage is critical [Shackelford 2018]. Early intracranial
hematoma detection is life-saving and also supports prioritized evacuation of injured military personnel. The
Infrascanner has the potential to lead to earlier ICH detection, resulting in less brain injury, as well as faster
and more complete recovery. The Infrascanner model 2500 has finished the transition to manufacturing under
contract W81XWH-21-C-0070 with USAMMDA.

Intracranial hematomas are an important and often treatable cause of secondary brain injury in patients
with head trauma. Data from Irag show that 30% of all wounded in action had head injuries, of which 40% had
brain hematomas (Owens 2008). Rapid triage, diagnosis, and treatment are critical in minimizing the adverse
consequences of more serious brain injuries. Since many TBIs are associated with extensive polytrauma, pre-
hospital and battlefield care is often challenging. For patients with moderate-to-severe TBI in particular,
diagnosis within the first hour (the "golden" hour) of the traumatic event is critical as intracranial hematomas
can result in death or significant neurological impairment (Corrigan 2010; Folkerson 2015; Newgard 2015).
Current standard operating procedures (SOP) involve an immediate clinical evaluation and neurological
examination. Compounding management is the potential for delayed development of intracranial hematomas,
which are often not diagnosed until significant neurological impairment occurs. A rapid clinical exam that
reveals the standard clinical signs, followed by immediate evacuation to a treatment facility with a computed
tomography scan (CT) for definitive diagnosis and neurosurgical intervention capability, is paramount to
maximizing survivability and minimizing irreversible neurological impairment [Shackelford 2024]. CT of the
head currently provides the definitive diagnostic modality for identifying intracranial hematomas. By adding the
the Infrascanner to the clinical exam, as a decision assist tool, the health care team could potentially decrease
the time to CT scan and neurosurgical intervention. The Marines' used the Infrascanner exactly this way. Their
rationale for using the Infrascanner is summarized by COL Dr. Luis Becerra, who evaluated the system in Iraq:
"The Infrascanner located in Fallujah provided immediate information that was not available by any other
means, and offered life-saving triage prioritization of patients who required immediate surgical intervention.” In
Ukraine, there is an urgent need to triage a large number of trauma injury victims and to help prioritize the
urgency and destination of evacuation. The sheer number of injured arriving daily at hospitals puts pressure on
the few medical imaging resources that they have. Many patients with suspected TBI either don't get CT
imaging or get it after considerable delays.

The Combat Casualty Care Research Program (CCCRP) area prioritizes technologies that are easily
transportable (i.e., small, lightweight, and durable in extreme environments and handling), easy to use, and
require low maintenance. The Infrascanner exactly meets this priority. The Infrascanner Model 2500 is a
lightweight and handheld brain scanner that provides a simple positive or negative graphic report for the
detection of traumatic supratentorial hematomas of greater than 3.5 mL in volume that are less than 2.5 cm
from the brain surface. While the Infrascanner addresses the pre-hospital and in-hospital mass triage problems
of the Ukrainian military and health systems, the proposed research will provide very valuable input for US
military medical planning for future large scale multi-domain conflicts, where the US will not have air superiority
and speedy and efficient triage will be challenging. Thus, the results of this study have the potential to inform
relevant US Joint Trauma Ssystem CPGs (Clinical Practice Guidelines).

This multicenter, prospective, observational, implementation science study will provide value to both civilian
and military settings in Ukraine and provide training for the civilian and military healthcare systems operating in
Ukraine. The collection of these data presents minimal risk to patients.

In addition to the military value that the Infrascanner brings to Ukraine, it has significant relevance in civilian
settings as well including hospital and emergency room monitoring. Infrascanner provides mobile brain
scanning and bedside monitoring for patients undergoing observation for small or delayed hematomas. Since
approximately 20% of trauma-related hematomas do not appear for more than 12 hours following injury
(McKee 2015), Infrascanner could be used effectively as a pre-hospital or bedside monitoring tool for patients
undergoing observation after trauma. This application is currently being studied in the US under contract
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W81XWH-21-9-0006 in the frame of the MOBI trial (Noninvasive Monitoring of Traumatic Brain Injury
Progression Using the Infrascanner).

B4. OBJECTIVES/SPECIFIC AIMS/RESEARCH QUESTIONS

The primary objective of the study is to evaluate the time from admission at each enrollment study
location to a definitive CT scan diagnosis of intracranial hemorrhage (ICH). The secondary objective is to
evaluate the impact of Infrascanner data on early patient outcomes.

B5. RESEARCH PLAN

B5.1 Research Design

This multicenter, prospective, observational, implementation science study will evaluate the use of the FDA
cleared Infrascanner Model 2500 in the Ukrainian medical care system. This pragmatic, sequential study will
enroll patients at multiple levels of care (Role 3/First-line/Mobile hospitals, Role 4/Second and Third-
line/Regional hospitals). We will first enroll baseline patients using the standard of care neurological checks
(Baseline Phase) and then transition to the device use (Device Phase) upon approval of a protocol
amendment. The baseline and device cohorts will be compared (time from injury to CT in patients with ICH) to
understand device utility and impact at the different levels of medical care in combat arenas. Of note, the
device will be deployed at stabilization points (Role 2) during the device phase. The analysis will identify if
device use is compatible with patient care activities and if it can provide decision support to health care
providers, decrease the time to traumatic ICH detection, and enable more expedient care.

B5.2 Research Subjects/Population(s)
B5.2.1 Subject Population(s)

Patients with suspected combat-related head trauma who are admitted to the participating hospitals that
provide Role 3 or 4 medical support will be eligible for enroliment in this trial.

B5.2.2 Number of Subjects, Records, and/or Specimens

This study will enroll a total of up to 600 patients. During the baseline phase, 300 eligible patients will be
enrolled: at the mobile hospital, at the second-line hospital, and at a third-line hospital (total of up to 300
baseline subjects). These patients will receive the current standard of care. After 300 eligible subjects have
been enrolled and the protocol amendment for initiation of the device phase has been approved, the
Infrascanner device will be deployed to the sites, and enrollment in the device phase will begin. Patients will be
enrolled at the mobile hospital, at the second-line hospital, and at a third-line hospital (a total of up to 300
device subjects).

B5.2.3 Inclusion Criteria

This prospective study will include all patients with suspected combat-related head trauma identified by
clinical signs of TBI, such as decreased GCS score, abnormal pupil exam, and/or asymmetrical motor exam,
on admission to the clinical enroliment site (mobile hospital or regional clinical hospital) regardless of the
presence of pharmacologic sedation.

B5.2.4 Exclusion Criteria

Evidence of extensive scalp injury, including lacerations, avulsions, or abrasions that prevent proper
placement of the Infrascanner device on a subject's head or prevent placement of the device in the specified
locations.
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B5.3 Research Procedures

In Ukraine, there are stabilization points (equivalent to NATO Role 2) where doctors can assess and
stabilize patients and send them for care (Table 1). Mobile hospitals (equivalent to NATO Role 3) serve as the
first line of hospital care for injured soldiers and individuals. The Mechnikov (second-line) and Vinnytsia (third-
line) hospitals are able to provide higher levels of care and interventions (both equivalent to Role 4).

Table 1. Levels of Care Designations

SHAASTY Centers of care University-affiliated
Study near the frontlines LB sl | Regenz) AespEl major medical center
Location
ukrainian - gtapilization Points First Line Second Line Third-line Hospital
Term Hospital Hospital
NATO
Term Role 2 Role 3 Role 4 Role 4

By placing the devices at the stabilization centers (Role 2), we will obtain data on how the device can aid in
triaging injured patients in warfare environments where resources are limited. Information on the scans from
Role 2 centers may be difficult to attain or be incomplete, so the exploration of its use is limited. It is anticipated
that most patients who arrive at a stabilization point will be transferred to the mobile hospital/Role 3. Those
who arrive at a mobile or regional hospital (Role 3 or 4) that is an enrolling site will be included if they meet the
eligibility criteria. Any information from the stabilization point (Role 2), including results from the use of an
Infrascanner device in the field, will be captured. Analysis possibilities on any Role 2 data will be determined
once enrollment is completed.

B5.3.1 Baseline Phase

Mobile Hospital (First-Line/Role 3 Setting)

Screening & Enroliment

At selected and trained mobile hospitals, all patients who arrive with suspected head trauma will be
screened for eligibility. Those who meet the eligibility criteria will be enrolled.

Procedures

Enrolled patients will be monitored using standard clinical neurological checks, which are the standard of
care practice and include GCS, pupil exam, and motor exam. Per the physician's assessment of the physical
exam findings, patients will be sent for a CT scan and if indicated a neurosurgical intervention.

Data Collection

Basic patient demographic information will be entered into the CRF (See Appendix 1). The hospital record
will also provide the time of arrival, the time of evacuation from the stabilization point, and the time of the CT
scan, along with the results of the CT scan. All surgical information will be recorded and attained. Outcome and
discharge information will also be recorded.

The data collection will cease once 100 patients have been enrolled.

Mechnikov Hospital (Second-Line/Role 4 Setting)

Screening & Enroliment

At the Mechnikov Hospital, all patients admitted to the emergency department will be screened. Those with
suspected head trauma will be evaluated for eligibility. Those that meet the eligibility criteria will be enrolled.

Procedures

Enrolled patients will be monitored using standard clinical neurological checks, which are the standard of
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care practice and include GCS, pupil exam, and motor exam. Per the physician's assessment of the physical
exam findings, patients will be sent for a CT scan and if indicated a neurosurgical intervention.

Data Collection

Basic patient demographic information will be entered into the CRF. The hospital record will also provide
the time of arrival, neurological check data, and time of the CT scan (if completed), along with the results of the
CT scan (if completed). All surgical information (if completed) will be recorded and attained. Outcome and
discharge information will also be recorded.

Data collection will cease once 100 patients have been enrolled.

Vinnytsia Hospital (Third-Line/Role 4 Setting)

Screening & Enroliment

At the Vinnytsia Hospital, all polytrauma patients will be evaluated for eligibility. Those who meet the
eligibility criteria will be enrolled.

Procedures

Enrolled patients will be monitored using standard clinical neurological checks, which are the standard of
care practice and include GCS, pupil exam, and motor exam. Per the physician's assessment of the physical
exam findings, patients will be sent for a CT scan and if indicated a neurosurgical intervention.

Data Collection

Basic patient demographic information will be entered into the CRF. The hospital record will also provide
the time of arrival, neurological check data, and time of the CT scan (if completed), along with the results of the
CT scan (if completed). All surgical information (if completed) will be recorded and attained. All brain-related
complications will be recorded (See Appendix 1). Outcome and discharge information will also be recorded.

Data collection will cease once 100 patients have been enrolled.

B5.3.2 Device Phase

Stabilization Points/Role 2 Procedure

At selected (by COL Humeniuk) and trained stabilization points, all patients with suspected head trauma
will be evaluated with standard of care neurological checks plus the Infrascanner 2500. Triage assignments by
the clinical team will be made and the patients evacuated to the next level of care.

If the patient has abnormal clinical exam and a positive scan, their evacuation to a mobile hospital will be
prioritized for evacuation

If the patient has abnormal clinical exam and a negative scan, the casualty will be evacuated in a triage
category as determined by the clinical team.

Standard neurological checks will be completed per standard of care for both groups of patients. Providers
may always prioritize a patient with a negative scan.

Each casualty has a standard clinical care card filled out. If an Infrascanner device is used, the results of
the scan will be recorded on the card.

Mobile Hospital (First-Line/Role 3 Setting)

Screening & Enroliment

At selected and trained mobile hospitals, patients' medical cards will be reviewed. Any patient who has
already been scanned at the stabilization point will be enrolled as long as all eligibility criteria are met. In
addition, any patient who arrives with suspected head trauma will be evaluated for eligibility. Those who meet
the eligibility criteria will be enrolled.

Procedures

All enrolled patients will be evaluated with standard neurologic clinical exam and the Infrascanner device
upon admission.

Patients with a positive scan at the stabilization point or upon admission to the mobile hospital will be
prioritized for CT evaluation. Standard serial neurological checks will also be completed until the CT scan is
completed.

Patients with a second negative scan (stabilization point and/or mobile hospital) will receive the usual
care, and the Infrascanner will be used to repeat the scan if there is a change in GCS to identify delayed
bleeds. Providers may always prioritize a patient with a negative scan.

Further intervention, such as surgery, is done at the mobile hospital, per the physician's opinion.

Data Collection
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Basic patient demographic information will be entered into the CRF. The hospital record will also provide
the time of arrival, the time of evacuation from the stabilization point, and the time of the CT scan (if
completed), along with the results of the CT scan (if completed). All surgical information (if completed) will be
recorded and attained. The neurological checks are recorded via standard-of-care practices, which include
GCS. Outcome and discharge information will also be recorded. The time and outcome of all Infrascanner
results will be recorded.

Patients will be enrolled until data from 100 subjects at mobile hospitals are collected.

Mechnikov Hospital (Second-Line/Role 4 Setting)

Screening & Enroliment

At the Mechnikov Hospital, all patients with suspected head trauma who are admitted to the emergency
department will be screened. Those that meet the eligibility criteria will be enrolled.

Procedures

All enrolled patients will be evaluated with the Infrascanner device upon admission.

Patients with a positive Infrascanner scan will be prioritized for CT evaluation. Standard neurological
checks will also be completed until the CT scan is completed. If the CT scan is positive, surgery will be
performed.

Patients with a negative Infrascanner scan will undergo continued standard neurological check
monitoring, and the Infrascanner will be used to repeat the scan if there is a change in GCS to identify delayed
bleeds. Providers may always prioritize a patient with a negative scan.

Data Collection

Basic patient demographic information will be entered into the CRF. The hospital record will also provide
the time of arrival, neurological check data, and time of the CT scan (if completed), along with the results of the
CT scan (if completed). All surgical information (if completed) will be recorded and attained. Outcome and
discharge information will also be recorded. The time and outcome of all Infrascanner results will be recorded.

Patients will be enrolled until data from 100 subjects from this site are collected.

Vinnytsia Hospital (Third-Line/Role 4 Setting)

Screening & Enroliment

At the Vinnytsia Hospital, all combat polytrauma patients and preoperative non-neuro patients will be
evaluated for eligibility. Those that meet the eligibility criteria will be enrolled.

Procedures

Combat polytrauma patients will be scanned with the Infrascanner 2500. Scans can occur during the
preoperative and perioperative periods on all patients who undergo non-neuro surgery.

Patients with a positive scan prior to or upon admission to the hospital will be prioritized for CT evaluation.
Standard neurological checks will also be completed until the CT scan is completed. If a CT scan has already
been completed, neurosurgery will be prioritized for those with a positive scan. If the CT is negative, monitoring
will continue with standard neurochecks and scans by the Infrascanner 2500.

Patients with a negative scan prior to or upon admission will undergo continued monitoring with standard
neurochecks and scans by the Infrascanner 2500 to identify delayed bleeds. Providers may always prioritize a
patient with a negative scan.

Data Collection

Basic patient demographic information will be entered into the CRF. The hospital record will also provide
the time of arrival, neurological check data, and time of CT scan (if completed), along with the results of CT
scan (if completed). All surgical information (if completed) will be recorded and attained. All brain-related
complications will be recorded. Outcome and discharge information will also be recorded. The time and
outcome of all Infrascanner results will be recorded.

Patients will be enrolled until data from 100 subjects from this site are collected.

B5.3.3 Data Curation

Due to the study design, there is a potential for enrollment at more than one site. The same patient can be
evaluated at different sites. At each site, the subject will be evaluated separately for the utility of the
Infrascanner (decreasing the time from admission to a definitive CT scan diagnosis of ICH) at that specific level
of care.
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At the end of the enroliment, the Ukrainian Site Pls will correlate their master patient records to see if the
same patient passed via different hospitals and will report a correlation (for example, Patient 23 at Mobile
Hospital is Patient 34 in Dnipro and Patient 16 at Vinnytsia).

We expect this number to be low; however, it will be documented and accounted for in the analysis.

B5.4 Data Collection
The following elements will be collected at the bedside and recorded on paper CRFs that will be entered into a
secure electronic database (Appendix 1).

Age (years)

Sex (Male/Female)

Warfighter status (Yes/No)

Date/Time of Head Injury

Time of Evaluation (From Prior Triage Point)

Mechanism(s) of Injury (motor vehicle collision, gunshot, assault, direct impact/blow to the head, direct
impact/head against object, crush, blast, fragment (eg, shrapnel), ground-level fall, fall from height >1
meter, other)

Documentation of any lacerations or scalp hematomas

Glasgow Coma Score

Pupil reactivity and size

Date/Time of Discharge (if applicable)

Date/Cause of Death (if applicable)

Final Glasgow Coma Scale at discharge or transfer (if applicable)

Documentation of any unanticipated adverse device effects

Additional Data will be collected on subjects admitted to the Emergency Department

Date/Time of Admission

Admission Evaluation (presence/absence of any of the following: isolated head trauma, non-head
trauma, hypotension, hypoxia, intubation, seizures)

Medications

Data collected from all patients with CT Scan

Corresponding NIRS Exam Number (if in device phase)
Repeat CT Status

Date/Time of CT Exam

Location of CT/Hospital Name

Penetrating Brain Injury Status

Radiologist Report

Documentation of Brain-related complications
Rotterdam Score

Data collected from all patients with Surgery

Date/Time of Surgery

Location of Surgery/Hospital Name
Surgery Type

Surgical Report

B5.4.1 Additional Data Collection

Data collected from all patients in the Device Phase

NIRS Exam Number
Prior NIRS examination data
Examiner information
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e Date/Time of NIRS Exam
¢ NIRS measurement Data
e Locations of NIRS readings
Data collected from all clinical providers at stabilization points in the Device Phase
e Survey answers (as presented in Appendix 4).

B5.5 Managing Data and/or Human Biological Specimens for this Research

August Mission provides a study management team on the ground in Ukraine with strong working
relationships with all the key stakeholders and regulatory entities. They will facilitate the training of personnel in
Poland and ensure the security of data collection and entry. Study data will be collected on paper CRF and
securely entered into an electronic database that will be securely transmitted to the US. All CRF data and
scans will be uploaded to a REDCap server at UAB. UAB will conduct basic statistical analysis, and InfraScan
Inc. will conduct the rest of the analysis.

B5.7 Devices, Drugs, Dietary Supplements, Nutritional Supplements, And Biologics
B5.7.1 Devices
5.7.1.1 FDA-approved device being used in this research according to the approved labeling

InfraScan, Inc. is a medical device company that invented and distributes handheld diagnostic devices for
head injury and stroke assessment based on Near-Infrared (NIR) technology. The Infrascanner enables
clinicians to effectively, conveniently, and accurately detect intracranial bleeding in patients with head trauma.
Dr. Britton Chance (University of Pennsylvania) and Dr. Claudia Robertson (Baylor College of Medicine)
invented a NIR system for detecting brain hematomas and tested it successfully on 305 patients in Baylor
(Robertson 1997). The Office of Naval Research SBIR phases 1 and 2 funded the development of
Infrascanner model 1000. A multicenter clinical study to support an FDA submission started in July 2006 (study
results Robertson 2010), and in February 2008, an application was submitted to the FDA. After four years of
review, the FDA cleared Infrascanner Model 1000 as a DeNovo medical technology. The Marine Corps funded
the development of the ruggedized Infrascanner model 2000 and fielded 200 scanners in battalion aid stations
in 2015. In 2023 a Duke University team published a 500 patients Infrascanner model 2000 study (Gramer
2023). In 2017, USAMMDA funded the development of the miniaturized Infrascanner Model 2500, and the FDA
cleared the system in 2020 (K200203). In 2022, the FDA cleared the pediatric application of the scanner
(K211617) and in 2024 cleared higher laser power use for dark skinned patients (K241389). The system
started serial production in 2024.

B8 Statistical Analysis
B5.8.1 Sample Size Estimation
As this is a multicenter, prospective, observational, implementation science study, a convenience sample
of 300 was chosen for each cohort. We anticipate that the military and warfare environments will complicate
data collection; thus, we chose a target that could compensate for the loss of or incomplete data collection.

Based on current admission rates, we also believe that the total 600 is a feasible target to reach within one
year.
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B5.8.2 Data analysis

For any subject that had a scan at the stabilization center prior to enrollment at a role 3 or 4 site:

The time from the stabilization center scan to the arrival at the enrollment site will be calculated. These
times will be compared to the average time from stabilization centers to enroliment sites for subjects from the
baseline phase.

The time from injury to time to CT or surgery will also be attained and compared between the baseline and
device cohorts. The percentage of subjects that go directly to a hospital with neurosurgical capability will also
be compared between cohorts.

For any subject that enrolled at the mobile hospital:

The time between arrival and CT scan and/or surgery will be compared between the baseline and device
cohorts. The percentage of subjects that go for CT scans and the rate of positive CT scans will also be
compared between cohorts.

For any subject that enrolled at the Mechnikov Hospital:

The time between arrival, CT scan, and/or surgery will be compared between the baseline and device
cohorts. Data will be stratified by injury severity.

For any subject that enrolled at the Vinnytsia Hospital:

The number of brain-related complications that occur in polytrauma patients and preoperative non-neuro
patients will be compared between the baseline and device cohorts. The rate of false-negative infrascanner
results will be calculated.

SECTION C: HUMAN RESEARCH PROTECTIONS

C1. RECRUITMENT AND CONSENT

C1.1 Identification and Selection of Subjects

At mobile and regional hospitals, patients who have suspected combat-related head trauma are identified
by symptoms upon admission, regardless of the presence of pharmacologic sedation. At the Vinnytsia hospital
(Role 4), the screening population is widened, as this level of care often encounters surgical procedures and
has reported concerns with brain-related complications. Thus, combat polytrauma and non-neuro preoperative
patients will also be screened for enrollment at the Vinnytsia Hospital (Role 4).

C1.2 Recruitment Process

Specific recruitment are not necessary as this observational, non randomized study of an FDA cleared
device is based on patient injuries.

C1.3 Eligibility

Upon arrival at a clinical site, patients are evaluated for head injuries. Patients who demonstrate head
injury clinical symptoms (e.g., decreased GCS score, abnormal pupil exam, and/or asymmetrical motor exam)
are considered eligible. The only exclusion would be if the scalp injuries interfere with an Infrascanners ability
to be placed correctly on the head. The screening population is widened for the Vinnytsia hospital population,
as noted in C1.1.
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C1.4 Consent Process

C1.4.1 Research involving subjects with cognitive impairment or who lack the capacity to provide
informed consent

Baseline Phase

Due to the nature of head injuries and conflict zones, informed consent is not a feasible option for this
research study. The eligible subjects for this study are in a life-threatening situation requiring urgent
intervention (Newgard 2015). Since an altered GCS and evidence of head trauma is a critical part of the
eligibility requirements for enrollment, patients who would be included in this study are not likely able to provide
informed consent. Even in the event that a subject could be determined to be able to provide consent, it is
impractical to assess their ability to consent—a process that would delay their treatment decisions. In addition,
due to the battlefield environment, there is no reasonable way to contact the subject's legally authorized
representative before medical decisions and interventions for care need to happen. Further, the baseline
phase is observational, so there is no more than minimal risk to the subjects. Data collected from patients will
be captured and stored in a coded fashion to ensure the security of the medical information. A waiver of
informed consent is the ideal mechanism for this prospective study, as participation in this study will not
adversely affect the rights and welfare of the subjects enrolled.

Research confirms that current standards of practice still result in a high mortality rate (Corrigan 2010;
Folkerson 2015; Owens 2008, McKee 2015, Shackelford 2018). This study enables the collection of data
necessary to determine the baseline statistics related to the current standard of care for suspected TBI and
ICH in an active conflict zone in the modern era. Modern, evidence-based data and outcomes on these
conditions and related care will directly benefit patients with TBI and ICH, as it will inform care and related
decisions and guidelines for care. Indeed, this research could not be carried out without the waiver of consent.
However, the subject or their legally authorized representative will be provided with an information sheet
containing pertinent information, whenever possible.

Device Phase

As the Infrascanner device is a non-significant risk device being used in accordance with its FDA cleared
indications for use (IFU) and the device provides supplemental information to the standard of care, minimal risk
is added with the intervention of its use on the battlefield. Just like the baseline phase, eligible subjects for this
study are in a life-threatening situation that necessitates urgent CT diagnosis and intervention (Newgard 2015).
The eligibility requirements for enrollment remain the same; thus, patients who would be included in this study
are not able to provide informed consent, and there is no reasonable way to contact the subject's legally
authorized representative before medical decisions and interventions for care need to happen. Any data
collected will be captured and stored in a coded fashion to ensure the security of medical information. Of
particular note, there is an intent to benefit all subjects in the device phase by using the Infrascanner.

A waiver of informed consent is the ideal mechanism for this portion of the prospective study. Data
collection during the device phase will provide vaid scientific evidence needed to determine efficacy of using
the Infrascanner in the modern military era, and it can only be collected in a fashion and time the makes
traditional informed consent impossible. Further, the research outlined in the device phase is necessary to
advance the development of medical products for the military services. The data collected will directly benefit
the individuals who receive the scans by providing the clinical team with more information. However, the
medical decision making remains that of the physicians providing care; therefore, participation in this study will
not adversely affect the rights or welfare of the subjects. The Device phase simply provides more information
to the clinical care team. Once again, this research could not be carried out without the waiver of consent. The
subject or their legally authorized representative will be provided with any pertinent study information after
participation.

C1.4.2 Research involving non-English speaking subjects

This study is conducted in Ukraine. Thus, all protocols and forms will be translated into Ukrainian.
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C2. COMPENSATION FOR PARTICIPATION

No compensation will be provided for participation.

C3. WITHDRAWAL FROM RESEARCH PARTICIPATION

This study will operate with a waiver of informed consent format. If, at some time after enroliment in this
study, a patient requests to have their data withdrawn from the study, all their data will be withdrawn.

C4. PRIVACY FOR SUBJECTS

This study will not require divulging any additional patient information. All data collected from the patient
will be held in confidence (see section C5). All information sent to the US will be coded. US investigators will
have no access to the study identifiers.

C5. CONFIDENTIALITY PROCEDURES FOR RESEARCH RECORDS, DATA, HUMAN BIOLOGICAL
SPECIMENS

All information that is recorded for this study, including the demographic information, the CT scan coded
data, the Infrascanner exam data, and the surgical history and outcome, will be identified only by a patient
number (study ID), not by the name of the patient. Each Ukrainian clinical site Pl will have the master record
for that site, connecting the patient number to the patient ID. The coded information from all of the centers will
be password-protected under REDCap and accessible only by the investigators and their co-workers. Study PI
access to the study database will be only to coded data and with "read-only" authority. Representatives of the
US DoD may require access to research records as part of the sponsor’s human subject protection oversight.

C6. RISKS OF HARM, MEASURES TO REDUCE THE RISKS OF HARM, AND BENEFITS OF
PARTICIPATION

C6.1 Risks of Harm

There is the risk of accidental disclosure of medical information. All possible, standard and reasonable
safeguards will be in place to ensure the privacy of their medical information; thus, the risk is minimal. The use
of the Infrascanner device during the second phase will be in accordance with its FDA cleared IFU, and only
provides additional clinical decision support to the standard clinical exam, and all patient care decisions
remains in the hands of the clinical team.

C6.2 Potential Benefits

This study will provide pivotal data on the incidence of TBI and ICH in the modern battlefield, and it will
detail the relevant times related to care and evacuation as well as the resulting outcomes. With the approval of
the device phase, we will learn how the Infrascanner device can work in combat arenas, and ideally, it will
improve the time to definitive ICH diagnosis through augmented decision making by providers and result in
better outcomes for the participants. More efficient use of resources in military environments directly benefits
users. Findings from this study will have direct implications for hospital and emergency room monitoring of
patients with TBI and ICH.
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SECTION E: ABBREVIATIONS AND ACRONYMS

AM August Mission

CCCRP Combat Casualty Care Research Program
CPGs Clinical Practice Guidelines

CRF Case report forms

CT Computed tomography

FDA United States Food and Drug Administration
GCS Glasgow Coma Score

ICH Intracranial hemorrhage

IFU Indications for use

NATO North Atlantic Treaty Organization

NIR Near-infrared

Pl Principal Investigator

SOP Standard operating procedures

TBI Traumatic brain injury

UAB University of Alabama at Birmingham

us United States
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Appendix 1: Baseline Phase Case Report Form
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1 XXX Mobile Hospital 1/ Mo6inbHuin rocnitans 1
4 XXX Mechnikov Hospital, Dnipro / [ininpoBcbka OKJT im.. I. MeuHikoBa
7 XXX Stabilization Point 2 / CtabinisavuiinHuit nyHKT 2

Subject Number / MaujieHT Ne

DEMOGRAPHICS / CTATUCTWUYHI JAHI
Age / Bik Years / [oBHUX pokiB

Date of admission / aata / /
MOCTYNMEHHS

SAFETY study: Stabilization points to third line hospital Assessment oF Effectiveness of Infrascanner Model 2500 for diagnostic screening Traumatic Brain InjurY in
Ukraine / JocnigpxeHHs « SAFETY»: Big crabinisauinHmx NyHKTIB 4O 3aknagiB TPETUHHOIT MeanyHoi gonomorn. OuiHioBaHHA eheKTUBHOCTI 3aCTOCYBaHHS Npunagy
«IHppackaHepy», mogens 2500, Ang AiarHOCTUYHOIO CKPUHIHIY YepenHO-MO3KOBOI TpaBMU B YKpaiHi

HOSPITAL/SITE FOCNITANb_NIKAPHA / NOKAL|IA

3 XXX Mobile Hospital 3 / MobinbHuit rocnitans 3
6 XXX Stabilization Point 1 / Ctabini3avjiitHuit nyHKT 1
9 XXX Stabilization Point 4 / CtabinisaviitHuin nyHkT 4

2 XXX Mobile Hospital 2 / MobinbHuit rocnitans 2
5 XXX Vinnytsia hospital / BiHHnubka OKIJ1im. M. Muporosa
8 XXX Stabilization Point 3 / CtabinisavinHuin nyHkT 3

Sex / Ctatb O male/yon. O female/xiH.

ARRIVAL DETAILS AND INCLUSION/EXCLUSION CRITERIA VERIFICATION / IHOOPMALIIS PO MOCTYNNEHHS TA MEPEBPIKA KPUTEPIIB BKIIOUEHHA/BUKIIOYEHHS

Confirm that the following are present: MinTBepAiTb HasA8HICMb HACTYMHOTO:

Massive lacerations to the patients
scalp which would prevent conducting
Infrascanner measurements/ MacusHi
PBaHi paHu Ha LUKIpi ronoBu navieHTa,
sKi nepeLLkokanu 6 npoeaeHHI
BMMIipIOBaHb iH(hpackaHepom
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O Yes/ Tak
O No/Hi
Time of Admission / uac [ Trauma patient / O War-related trauma / Tpasma, oTpuMaHa BHacigok Goiosux
nocTynnexHs (24h) TpaBMaTomnoriYHmil navieHT i
Investigator Name/MIb And one or more of / a Takox 1 Impaired consciousness / MopylueHa CBifoMiCTb
[nocnigHuka LOHaMEHLLE OfiHe
3
Entered in local register? /B micueBuit peectp [ Yes/Tak 1 Symptoms of concussion / CUMATOMI CTPYCY FONOBHOTO MO3KY
3aHeceHo?

PRIMARY OUTCOME / NEPBUHHW PE3YNILTAT

Did the patient have an Intracranial Hematoma (ICH)? Yu byna y nauieHTa BHyTpiHb0-4epenHa rematoma (BYI) 0 No/ Hi O Yes / Tak - Complete sections below / 3anoBHiTb po3ainu Hinkde

Infrascan performed?/ [liarHocTvka Ha «IHdpackaHepi» nposogunacs? O Yes/Tak [ No/Hi CT head/brain performed? KT ronosu / ronoHoro Moaky npoBoAunochL? O Yes/Tak O No/Hi

If yes/ Akuio Tak: Date/flata / / TimeMac(24h) If yes/Hkuio Tak: Date/flata / / Time/Mac (24h)

Scan #/Ne D,OCJ'Ii,Cl)KeHHFI' Scanner #/CkaHep No: Operator/Onepatop: Hospital/locnitans / Nikaphs:

CT RESULTS/PE3YNIbTATU KT

Rotterdam Score: wkana

Basal cisterns/basanbHi LucTepHn I normal/HopmarnbHi O absent/giacyTHi

O compressed/ cTUCHYTI

Midline shift/3milLeHHs cepeaHbOi NiHii O <5mm/mm O >5mm/mMm

Epidural mass lesion/YwwkomkeHHs enigypanbHOro npocTopy [ present/npucyTHi O absent/sigcyTHi

IVH or/abo SAH [ absent/BigcyTHi

O present/npucyTHi

Radiologist report/Pagionoriysui 3Bit:
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INJURY DETAILS/ JETANBHILIE NPO TPABMY

Date of injury / nata TpaBmu / / O estimated/npnbnuato

Time of Injury / yac(24h) O estimated/npnbnuato

Intracranial hematoma present/ Hasisha BUI' I Yes/Tak I No/Hi
Hematoma location/ posrawysanHs BUl O Left/3nisa O Right/Cnpasa
Hematoma type/ Tun BUl’ O SAHICAK O EDH/EAT

O SDH/CAr O ICH/BMI
Radiologist report/Pagionoriynuii 3Bit:
Did the results of this investigation change the patient's care (e.g. prioritization for transfer to I Yes/Tak
another facility, surgery)? Yn amiHunm pesynbTaTi LbOro 4OCRIMKEHHS Xig NiKyBaHHS naLlieHTa 1 No/Hi
(Hanpuknag, NpiopUTETHICTb NEPEBEAEHHS B iHLLMIA 3aKnag, XipypriyHe BTpyYaHHs)?

Date of Evacutation / nata esakyaujii / / O estimated/npubnusxo

Time of Evacuation / yac esakyaLyji (24h) O estimated/npnbnuato

O Motor vehicle collision / TN

O Crush / pos4yaBneHHs

O Gunshot wound / BorHenanbHe nopaHeHHs
O Burns / oniku

CLINICAL EXAM/ KNIHIYHE OBCTEXEHHA

O Impact: blow to head / yaap: yaap no ronosi

O Blast / Bubyx

[ Ground level fall / nagiHHa Ha 3emnto

O Penetrating brain injury / npoHukHa TpaBma ronoBHOr0 Mo3ky

O Impact/ynap: head against object/ yaap ronosoto 06 npegmet
O Fragment (e.g., shrapnel) / ockonkv (Hanpuknag, WwpanHens)
O Other/ iHwe:

Intubated?/ IHTy6avis? O VYes/Tak [ No/Hi Hypotension (SBP<90mmHg at any time)/ lnoTeH3ist (AT<90 MM pT.CT B Byab-sikuii yac) O Yes/Tak O No/Hi
Seizures/ Cynomm O Yes/Tak O No/Hi Hypoxia (Sp02<90% at any time)/ linokcis (Sp02<90% B 6yab-skuit yac) O Yes/Tak O No/Hi
GLASGOW COMA SCALE/ MOKA3HWKW 3A LLIKANOK KOMU rMA3ro LACERATIONS & HEMATOMAS/ PBAHI PAHU TA TEMATOMM LUKIPW rOJIOBK
Eye Opening Lﬂg;ﬂnwmyaauuﬂ Verbal Response/ MoBHa peakuis Motor Response / pyxoBa peakuis Right / CnpaBa Left / 3nia
O Spontaneous/ cnoHTaHHe O Orientated/ noBHa opieHTOBaHICTb O Obeys commands/ BUKOHY€e KOMaHam
O To voice/ Ha 38epHEHY MOBY O Confused/ cnnytaHa OpiEHTOBAHICTb. O Localizing to pain/ uinecnpsmosana peakuis Ha 6onboBuiA
noapasHuK
O To pain/ Ha 60NMbOBMIA NOAPA3HUK O Inappropriate words/ He3po3ymini cnosa O Withdrawal from pain/ HewjinecnpsimoBaHa peakLis Ha BT e = = = o B L o == — e
60nb0oBUA NOLPa3HUK il —— o T
O No eye opening / BifcyTHe O Inappropriate sounds/ HeYNEHOPO3AINbHI 3BYKM O Abnormal flexion to pain / MatonoriyHe 3ruHaHHs Ha 60nboBMIA e o ) f ﬁ e
[ Cannot assess/ Hemoxnmeo ouiut | [ No verbal response/ MoBHa peakList BigCyTHs noApasH1K f !
[ Cannot assess/ HEeMOXIMBO OLHITY 6Do Jii’g;’i::;iﬁin to pain / MaTonoriuHe po3ruHaHHs Ha L@ p o e Y|
O No motor response / pyxoBa peakLisi BiACYTHs! 1% i 4 | H
PUPIL EXAM / OBCTEXXEHHA 3IHWLIb. Right / MpaBa Left / NliBa ) /
Reactivity/ peakuis O Brisk / xBaBa O Brisk / xBaBa
O Sluggish / mnsisa O Sluggish / mnsisa
O Nonreactive / BigcyTHs O Nonreactive / BigcyTHs
Size / poamip O Pinpoint / 3ByxeHa O Pinpoint / 3ByeHa { # . \
O Midsize / HopmanbHa O Midsize / HopmanbHa
O Dilated / po3wwupera O Dilated / po3wwwupera
[ Cannot assess / HEMOXIWBO OLHNTH [ Cannot assess / HEMOXIWBO OLHNTH
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TREATMENT ADMINISTERED ON ARRIVAL AT THIS FACILITY/ NIKYBAHHA, NPU3HAYEHE NICNA NPUBYTTA O LIbOrO 3AKNALY

O Tranexamic acid / TpaHekcamoBa kucrnota O Antiepileptics / npoTueninenTuyxi npenapatit O Mannitol / maHiTon [ Red Blood Cell transfusion / nepenueaHHs eputrpouuTiB
[ Vasopressors / CyauHO3BYyXyBarnbHi npenapatu [ Hypertonic saline / rinepTOHIYHWIA PO34MH O Antibiotics / aHTnBioTuKM [ Coagulopathy reversal agents / 3acobu ansi 3HyKeHHs koarynonarii
NEUROSURGICAL PROCEDURES PERFORMED AT THIS FACILITY / HEMPOXIPYPTIYHI MPOLIELYPW, MPOBEAEHI B LIbOMY 3AKNAL
Procedure date / nata / / Procedure time / yac . Procedure name / Ha3Ba
NpOBEAEHHs npoLeasypu NpoBeAeHHs npoLeaypu ’ npouenypu
Details/notes /
aeTani/npumiTkn
Procedure date / nata / / Procedure time / yac . Procedure name / Ha3Ba
NpOBEAEeHHs npoLeaypu NpoBeAeHHs npoLeasypu ’ npouenypu

Details/notes /
aeTani/npumiTkn
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Appendix 2: Device Phase Case Report Form
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SAFETY study: Stabilization points to third line hospital Assessment oF Effectiveness of Infrascanner Model 2500 for diagnostic screening Traumatic Brain InjurY in Ukraine / QocnigpkeHHs
«SAFETY»: Big cTtabinizauiHux NyHKTIB 0O 3aKnagiB TPETUHHOI MeguyHoi gonomMoru. OuiHoBaHHSA edheKTUBHOCTI 3acTocyBaHHS npunagy «lHdpackaHep», mogens 2500, ans
[0iarHOCTUYHOrO CKPUHIHIY YepenHO-MO3KOBOI TpaBMu B YKpaiHi

HOSPITAL/SITE FOCNITANb_NIKAPHA / NOKAL|IA ‘

1 XXX Mobile Hospital 1/ Mo6inbHuin rocnitans 1 2 XXX Mobile Hospital 2 / MobinbHuit rocnitans 2 3 XXX Mobile Hospital 3 / MobinbHuit rocnitans 3
4 XXX Mechnikov Hospital, Dnipro / [ninpoBcbka OKJT im.. I. MeuHikoBa 5 XXX Vinnytsia hospital / Bihtnubka OKJ1im. M. Muporosa 6 XXX Stabilization Point 1 / Ctabini3avjiitHuit nyHKT 1
7 XXX Stabilization Point 2 / Ctabinisauiintuit nyHKT 2 8 XXX Stabilization Point 3 / CrabinisavinHuit nyHkT 3 9 XXX Stabilization Point 4 / CrabinisaviiHuin nyHkT 4

Subject Number / MaujieHT Ne
DEMOGRAPHICS / CTATUCTNYHI JAHI
Age / Bik O malefuon.

ARRIVAL DETAILS AND INCLUSION/EXCLUSION CRITERIA VERIFICATION / IHOOPMALIISt PO MOCTYMNEHHSA TA NEPEBPIKA KPUTEPIIB BKMKOYEHHA/BUKIIOYEHHSA

Date of admission / aata / /
NOCTYNMEHHS

Years / [1oBHUX pokiB Sex/ Cratb O female/xiH.

Confirm that the following are present: MinTBepAiTb HAsA8HICMb HACTYMHOTO:

Massive lacerations to the patients scalp
which would prevent conducting
Infrascanner measurements/ MacvsHi

Time of Admission / yac nocTynneHHs
(24h)

[ Trauma patient /
TpaBmaTonoriyHui navjieHT

O War-related trauma / TpaBma, 0Tp1MaHa BHacnigok 60ioBmx Aiit pBaHi paHy Ha LWKIpi ronoBv navjieHTa, ski

nepeLukopkan 6 npoBeaeHHIo
BMMIipIOBaHb iH(packaHepom

O Yes/ Tak
O No/ Hi

And one or more of / a Takox
LOHAMEHLLE OfiHe 3:

Investigator Name/NIb gocnigHnka O Impaired consciousness / [MopylueHa cBigoMiCTb

Entered in local register? /B micuieBuit peecTp saHeceHo? [ Yes/Tak 1 Symptoms of concussion / CUMATOMI CTPYCY FONOBHOTO MO3KY

PRIMARY OUTCOME / MEPBUHHUW PE3YNIbTAT

Did the patient have an Intracranial Hematoma (ICH)? Yu byna y nauieHTa BHyTpilHb0-4epenHa rematoma (BYI) O No/ Hi

O Yes / Tak - Complete sections below / 3anoBHiTb po3ginu Himkde

Infrascan performed?/ [liarHocTvka Ha «IHdpackaHepi» nposogunacs? O Yes/ Tak I No/Hi CT head/brain performed? KT ronosu / ronoHoro Moaky npoBoAunochL? O Yes/Tak O No/Hi
If yes/ Akuio Tak: Date/flata / / TimeMac(24h) If yes/Akuio Tak: Date/flata / / Time/Mac (24h)
Scan #/Ne pocrimkeHHs: Scanner #/Ckanep No: Operator/Onepatop: Hospital/locnitans / NikapHs:
INFRASCANNER RESULTS/PE3YJIbTATU 3 IHOPACKAHEPA CT RESULTS/PE3YNIbTATU KT
Position/ Probe placement/landmarks Right/CnpaBa AOD value/ Left/3niBa Rotterdam Score: wkana
PoamilieHHs PoawmilleHHsa gaTuukalopieHTupu 3HaYeHHs ’
Frontal/ On forehead, above frontal sinus/Ha I Green/3eneHuit I Green/3eneHuit Basal cisterns/basanbHi uuctepHu O normal/HopmanbHi [ absent/sincyTHi
Tobose no6i, Hap nobosoio nasyxoto O Red/YepsoHuit O Red/YepsoHuit [ compressed/ GTUCHYTI
Midline shift/3milLeHHs cepeaHbOi NiHii O <5mm/mm O >5mm/mMm
Epidural mass lesion/YwwkomkeHHs enigypanbHOro npocTopy [ present/npucyTi O absent/sigcyTHi

Temporal/ In temporal fossa, on top of ear/y [ Green/3eneHuit O Green/3eneHuit IVH or/abo SAH O present/MpycyTHi O absent/sigcyTHi
Crponese CKPOHEBIV AMLY, HaZ ByXOM O Red/epsoHuit O Red/epsoHuit Radiologist report/Pagionoriutuit 3git:
Parietal/ Above ear, midway between ear and I Green/3eneHuit I Green/3eneHuit Intracranial hematoma present/ Hasisha BUI' I Yes/Tak I No/Hi
Tim'saHe midline of skull/ Hag Byxom, 01 Red/MepsoHuit O Red/MepsoHuit Hematoma location/ posrawysanHs BUl O Left/3nisa O Right/Cnpasa

nocepeauHi Mix ByXOM i CepeaHbOoIo Hematoma type/ Tun BUl’ I SAH/CAK O EDH/EAF

TIHIE0 depena O] SDHICAT O ICH/BMT
Occipital/ Behind top of ear, midway between ear | [J Green/3enenuit I Green/3eneHuit Radiologist report/Pagionoriyxuii 38i:
MotunuyHe and occipital protuberance/ MNo3sagy 01 Red/MepsoHuit O Red/MepsoHuit

BEPXHbOI YaCTMHM ByXa, NoCepeamHi

MiX BYXOM i NOTUAMYHUM BUCTYMOM
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Did the results of this investigation change the patient's care (e.g. prioritization for transfer to I Yes/Tak
another facility, surgery)? Yn amiHunm pesynbTaTi LbOro 4OCRIMKEHHS Xia NiKyBaHHS naLlieHTa 1 No/Hi
(Hanpuknag, NpiopUTETHICTb NEPEBEAEHHS B iHLLMIA 3aKnag, XipypriyHe BTpyYaHHs)?

INJURY DETAILS/ JETANBHILIE NPO TPABMY

Date of injury / nata Tpasmu / / O estimated/npnbnuato Date of Evacutation / nata eBakyaujii / / O estimated/npnbnuato
Time of Injury / yac(24h) : O estimated/npnbnuato Time of Evacuation / yac esakyaLyji (24h) : O estimated/npubnusxo
O Motor vehicle collision / 4TI O Impact: blow to head / yaap: yaap no ronosi O Impact/ynap: head against object/ yaap ronosoto 06 npegmet
O Crush / pos4yaBneHHs O Blast / Bubyx O Fragment (e.g., shrapnel) / ockonkv (Hanpuknag, WwpanHens)
O Gunshot wound / BorHenanbHe nopaHeHHs [ Ground level fall / nagiHHa Ha 3emnto [ Other/ iHwe:
O Burns / oniku O Penetrating brain injury / npoHukHa TpaBma ronoBHOr0 Mo3ky
Intubated?/ IHTy6avis? O VYes/Tak [ No/Hi Hypotension (SBP<90mmHg at any time)/ lnoTeH3ist (AT<90 MM pT.CT B Oyab-sikuii yac) O Yes/Tak O No/Hi
Seizures/ Cynomm O Yes/Tak O No/Hi Hypoxia (Sp02<90% at any time)/ linokcis (Sp02<90% B 6yab-skuit yac) O Yes/Tak O No/Hi
GLASGOW COMA SCALE/ MOKA3HWKW 3A LLIKANOK KOMU IMA3ro LACERATIONS & HEMATOMAS/ PBAHI PAHU TA TEMATOMM LUKIPW rOJIOBK
Eye Opening Lﬂg;ﬂnwmyaauuﬂ Verbal Response/ MoBHa peakuis Motor Response / pyxoBa peakuis Right / CnpaBa Left / 3nisa
O Spontaneous/ cnoHTaHHe O Orientated/ noBHa opieHTOBaHICTb O Obeys commands/ BUKOHY€e kOMaHam
O To voice/ Ha 38epHEHY MOBY O Confused/ cnnytaHa OpiEHTOBAHICTb. O Localizing to pain/ uinecnpsmosana peakuis Ha 6onboBuiA
noapasHuK
O To pain/ Ha 6onboBMA NOAPA3HNK O Inappropriate words/ He3po3ymini criosa O Withdrawal from pain/ HeljinecnpsimoBaHa peakuis Ha BT e = = g LI B g === == = gy i
60nboBUA NOLPa3HUK - — i —
O No eye opening / BifcyTHe O Inappropriate sounds/ HeYNEHOPO3AINbHI 3BYKM O Abnormal flexion to pain / MatonoriyHe 3ruHaHHs Ha 60nboBMIA V/ g e " o Y I/ o \' e
O Cannot assess/ Hemoxnmgo ouiut | 1 No verbal response/ MoBHa peakLjist BigCyTHs noApasH1K f \ | .
[J Cannot assess/ HEMOXMMBO OLHUTM g}i%’;?}l?:(!z;;imin to pain / MaronoriyHe posruHaHKs Ha L@ _o TN . R | o))
O No motor response / pyxosa peakwist BicyTHs { ({, PASIANY = U K)) '
PUPIL EXAM / OBCTEXXEHHA 3IHWLIb. Right / MpaBa Left / NiBa !
Reactivity/ peakuis O Brisk / xBaBa O Brisk / xBaBa
O Sluggish / mnsisa O Sluggish / mnsisa
O Nonreactive / BigcyTHs O Nonreactive / BigcyTHs
Size / poamip O Pinpoint / 3ByxeHa O Pinpoint / 3Byxena { ; . Y
O Midsize / HopmanbHa O Midsize / HopmanbHa
O Dilated / po3wwwupera O Dilated / po3wwupera
[ Cannot assess / HEMOXIWBO OLHNTH [ Cannot assess / HEMOXIWBO OLHNTH
TREATMENT ADMINISTERED ON ARRIVAL AT THIS FACILITY/ NIKYBAHHA, NPU3HAYEHE NICNA NPUBYTTA JO LibOrO 3AKNALY
O Tranexamic acid / TpaHekcamoBa kucrnota O Antiepileptics / npoTueninenTuyxi npenapatut O Mannitol / maxiTon [ Red Blood Cell transfusion / nepenueaHHs eputrpouuTiB
[ Vasopressors / CyauHO3BYyxXyBarnbHi npenapatu [ Hypertonic saline / rinepTOHIYHMIA PO34MH O Antibiotics / aHTnBioTuKM [ Coagulopathy reversal agents / 3acobu ansi 3HyxeHHs koarynonarii

NEUROSURGICAL PROCEDURES PERFORMED AT THIS FACILITY / HEMPOXIPYPTIYHI POLIESYPY, MPOBELEHI B LibOMY 3AKNALI

Procedure date / pata Procedure time / yac . Procedure name / Ha3Ba
npoBeAeHHs npoLeaypy npoBeAeHHs npoLeaypy ) npoleaypu
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Details/notes /

aeTani/npumiTkn
Procedure date / pata / / Procedure time / yac . Procedure name / Ha3Ba
NpoBEeaEHHs NpoLeaypy NpoBeaeHHs NpoLeaypy ’ npoveaypu

Details/notes /
aeTani/npumiTkn
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Appendix 3: Patient Summary Report Form (same for both study phases)

Data Collection Worksheets for SAFETY study\ )

. . . Hospital Number
Po6oui Tabnuui ansa 36opy AaHux Ans AocnigKeHHSA . — —
nia Haseoto «BE3MEYHICTb» \Homep rocnirana_nikapHi:

Subject Number\Homep nauieHTa

PATIENT SUMMARY / FINAL STATUS \ PE3IOME NMALIEHTA / OCTATOYHWUWU CTAH

Is patient record complete O Yes\Tak O No \Hi
& evaluable? \ MegnyuHa kapTka
nawjieHTa 3anoBHeHa i oliHeHa

If no, reason(s)\fkwo Hi, Yomy U First Infrascanner exam was not performed within 48 hours of head injury \
MepLe obcTexeHHs «IHpackaHepomy He Byno NpoBeAeHo NpoTarom 48
rogvH nicnst TpaBMun ronoBwm

O A device malfunction prevented completing an Infrascanner exam\
HecnpaBHicTb anapaTy He 403BONMa NPOBECTN ODCTEXEHHS Ha
«lHgpackaHepi»
Explain\loscHiTe:
All device failures should be immediately reported to sponsor\
Mpo Bci HecnpaBHOCTI anapaTy cnig HeramHo NOBIAOMIATY CNIOHCOPY
4 Missing required CT or NIRS data\ BiacyTHi HeobxigHi aaHi KT abo NIRS
Explain\ MosicHiTb:

Did patient experience any O Yes\Tak O No \Hi
UNANTICIPATED ADVERSE

DEVICE EFFECTS (UADEs)? \

Yun BMHUKanNu y nauieHTa 6yab-AKi
HENEPEOBAYEHI NOBIYHI

PEAKLU]Ii HA MPUCTPIX (HNPHM)?

If yes....list the UADE(s) in the following table\ Akwo Tak....nepenivite HMPHI B HacTynHin Tabnuui:

Date of UADE
(DD/MM/YYYY)\ Time of UADE\

Darta HIMPHN Yac HIMPHN
(OEHB/MICSALB/PIK

Relationship to Device\

Event Description\ Onuc nogii Mo’
OB’A3aHO 3 NPUCTPOEM

O Not Related \ He nos’sizaHo
O Possibly Related \MoxnunBo nos’sizaHo
Hegigomo Q Definitely Related\ TouHo nos’asaHo

All Device-related (possibly or definitely) UADEs must be immediately reported to Sponsor and Helsinki committee!\ lpo Bci noB'A3aHi 3
npucTpoem (Moxnueo abo TouHo) HMPHI Heo6xiaHO HeraMHO NOBIAOMNATM cnoHcopa Ta enbciHCbKkKU KomiTeT!

O Unknown\

Hospital Discharge Destination (choose one)\ Micue nicnsa Bunucku 3 nikapHi (06epiTb ogHe):

OO0 Another Acute Care Hospital\ IHwa nikapHsi HeBigknagHoi gonomorn [ Long-term Care Hospital or Nursing
Home\ JlikapHsa goBroTpmearnoro nikysaHHs abo 6yamMHOK no gornsgy O Rehabilitation \ Peabinitauis O
Home\ loma O Died in hospital \ Nomep(na) B nikapHi O Other\ IHwe:

If Died, reason\ Akwo nomep(na), npuynHa:

O Death from brain injury O Death from other injuries/complications [ Active Treatment stopped
CwmepTb Big TpaBMu rofioBHOro Mo3ky  CmepTb Bif iHWKX TpaBM/ycknagHeHb AKTMBHE NiKyBaHHA NPUNUHEHO
Date of Discharge\ lata BUnucku: Time of Discharge\ Yac Bunucku:

YYYY\PIK

(or Transfer or Death\ abo nepeBegeHHst 41 cmepTi) DDVIEHE MONWIC (or Transfer or Death\ abo nepeBegeHHs1 41 cmepTi)

Glasgow Coma Scale Score AT HOSPITAL DISCHARGE (OR TRANSFER) \ HOURITOR ~ MINUTEN®
Ban 3a wkanoto komu Masro NPU BUMUCLI 3 TOCMNITAINOUIIKAPHI (ABO NEPEBELEHHI)

Q Patient Sedated /Intubated\ MavujeHT WTy4Ha koma\iHTy6aLs
O Patient Died\[Daiiext(ka) nomen(na)
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Appendix 4: SAFETY Study Survey

Purpose: To better understand responses to the following question: “Did the results of this assessment influence
the patient’s treatment (for example, by affecting evacuation priority or surgical decisions)?”.

If you answered “Yes” for some or all of your patients, please indicate how you modified treatment (check all that
apply):

# | Yes | No | Question

1 O O | Did you organize faster evacuation?

2 O O | Did you evacuate patients with a positive Infrascanner result first?

Did you use the Infrascanner results as a factor when determining the urgency or priority
of evacuation?

Did the results affect the choice of destination for evacuation?

Did this change your own surgical intervention?

Did you contact a neurosurgeon because of a positive Infrascanner result?

Did the Infrascanner assist you in examining the patient?

In your opinion, is the Infrascanner needed at the stabilization point?

In your opinion, is the Infrascanner needed at the forward surgical team?

\I
Oo|o|yo|,o(o0|0|0
Oo|o|yo|oOo|o0|0O|0

10 In your opinion, is the Infrascanner needed at a mobile military hospital?

Additional Comments (device limitations, specific features):




