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THE FIRST AND ONLY FDA-APPROVED LIQUID EMBOLIC
FOR HYPERVASCULAR TUMOR EMBOLIZATION SUPPORTED
BY A PROSPECTIVE, RANDOMIZED CLINICAL TRIAL



Clinically Proven.
Precisely Delivered.
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Embrace™ Hydrogel Embolic System (HES)
is the only non-adhesive liquid embolic

EFFICIENT
penetrating to the capillary level for proven & Accurate

targeted hypervascular tumor treatment Delivery
and favorable target lesion response without
recanalization. RS
& Effective
TARGETED SIS
& Sustained

Occlusion



The

Instylla HES
Hypervascular
Tumor Stuady

The Instylla HES Hypervascular Tumor study’ is a
prospective, randomized, multicenter, subject and
evaluator blinded pivotal trial evaluating the Embrace
HES against Standard of Care, Transcatheter

Arterial Embolization (TAE)/ Transcatheter Arterial
Chemoembolization (cTACE) procedures. The study
focuses on the treatment of hypervascular tumors,
with clinical and imaging follow-ups at 30 and 90 days
and clinical follow-up at 180 days.

Primary Safety & Effectiveness
Endpoints Met

33.6%

TECHNICAL SUCCESS?

Compared to 77.3%
Success with Standard
of Care (SOCQ)

t As determined by an independent core lab

99%

FREEDOM FROM MAES

No Adverse Events
designated as device-related
only by the CEC*

* Clinical Events Committee (CEC)



“Proven, Targeted

Hvpervascular
TUuMor freatment

Efficient & Accurate Delivery
Precisely deliver Embrace HES to the target vessels.
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Precision and Control No Catheter Entrapment Simplified Workflow
Achieve precise subselective Non-adhesive embolic A single product SKU for all
embolization with Embrace eliminates the risk of catheter vessel sizes, easy preparation
HES with targeted treatment entrapment or breakage. and delivery, lower precursor
of desired vessels. Adjust the Its properties allow smooth viscosity than Lipiodol®, and
delivery technique to optimize catheter tip retrieval, should the a carefully designed coaxial
embolic placement. tip become embedded. catheter configuration improve
procedural efficiency.

Embolization with HES as a single agent was performed in > 96% of cases vs. >60% in SOC Arm.



Predictable & Effective Embolic
Proven embolic that achieves rapid,
coagulation-independent, persistent occlusion.

Designed for Safety
+ 99% of subjects experienced freedom from MAEs.

+ No imaging interference—Embrace HES does not contain components that obscure CT or MRI.

PREDICT (Precursor Delivery and Intensity Deeper Penetration, Greater Impact

Combination Technology) Blood flow-directed penetration to the capillary level,
Ensures controlled delivery of precursors to maximize even in vessels up to 4x smaller than those reached by
targeted embolization while minimizing non-target 40um microspheres.?

embolization (NTE).

Rabbif Kidney
2 weeks post HES Embolization H&E, 40X

T
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High Technical Success and Targeted Delivery Improved tumor responses compared to
In a pivotal study, Embrace HES achieved technical microspheres
success in 88.6% of treated target vessels, compared Preclinical studies demonstrated the deep
to 77.3% for the Standard of Care. intratumoral penetration of Embrace HES results in

enhanced tumor necrosis and hypoxia.?

Targeted & Sustained Occlusion

Achieve lasting tumor control through targeted and sustained
embolization, supporting more effective interventions and fewer
repeat procedures.

Fewer Repeat Procedures Deep and Sustained Effect

Repeat TAE or TACE was required in only Disease Control Rates (DCRs) across non-hepatic, non-HCC hepatic,

8.8% of cases in the HES arm, compared and primary liver lesions were >90% at 90 days in the pivotal study,

to 14.6% with the Standard of Care. supporting an effective embolization mechanism. High DCRs across

various lesions in the pivotal study highlight the long-lasting impact
of Embrace HES.
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Embrace™ HES consists of two low-viscosity liquid precursors that combine intravascularly when
simultaneously injected, forming a soft, water-based polyethylene glycol (PEG) hydrogel during the
embolization procedure. Before use, the precursors are mixed with commercially available iodinated
contrast media, enabling radiopacity. The non-adhesive hydrogel contains no solvents in its formulation.
The hydrogel casts out the vasculature to create a rapid and sustained occlusion upon delivery. The
hydrogel liquifies via hydrolysis over approximately 11 months, and the hydrolysis products are
absorbed and cleared via renal filtration.

Technical Specifications

Product Composition Water and Polyethylene Glycol (PEG)
Depth of Penetration Capillary level

Gel Time < 2 seconds

Embrace HES Kit Volume 7.5 mL

Microcatheter Compatibility Microcatheter with inner diameter

- >0.027 inch for use with 1.7F Instylla Microcatheter or

- >0.021 inch for use with 1.2F Instylla Microcatheter

Absorption Time ~11 months

Maximum Vessel Size 5mm




Product Ordering Information

Product Size Length UPN/Order Code GTIN Number
Embrace Hydrogel INS90-4001-003 00812013030215
Embolic System
1.2 F 142 cm INS90-2001-008 00812013030093
1.2 F 162 cm INS90-2001-009 00812013030109
Instylla Microcatheter
1.7 F 142 cm INS90-2001-005 00812013030055
1.7 F 162 cm INS90-2001-006 00812013030062
Instylla Delivery Kit 1T mL N/A INS90-3001-007 00812013030116

The First and Only
Liquid Embolic
FDA-approved for hypervascular tumor embolization

Proven in a randomized controlled trial vs. Standard of
Care TAE or cTACE

With no clinically significant non-target
embolization (NTE) observed
in a pivotal study



Caution: U.S Federal law restricts this device to sale by or on the order of a physician.

INDICATIONS FOR USE

The Embrace HES is indicated for embolization of hyper vascular tumors in peripheral arteries < 5mm.

CONTRAINDICATIONS

Embolization procedures should not be performed if: « Patient is intolerant to occlusion procedures « Vascular anatomy or blood flow precludes correct
catheter placement or embolicinjection * Presence or likely onset of unresolvable vasospasm « Known or suspected conditions that would prevent successful
catheterization of targeted vasculature * Presence of bilioenteric anastomoses or prior biliary interventions with stenting * Presence of collateral vessel
pathways which could potentially endanger non-target tissue * Vascular resistance proximal to the feeding arteries precluding passage of Embrace HES
into the lesion ¢ In large-diameter arteriovenous shunts (i.e., where the blood does not pass through an arterial/capillary/venous transition but directly
from an artery to a vein) in the pulmonary vasculature « Any neurovasculature or coronary location « Known allergies to polyethylene glycol (PEG), ferrous
compounds, tert-Butyl Hydroperoxide that are not amenable to premedication.

The safety and effectiveness of Embrace HES in pediatric patients and pregnant women has not been established.

WARNINGS

« Embolization with Embrace HES should be carried out under the direction of personnel with interventional training and thorough knowledge of
angiographic techniques. * Pay careful attention for signs of mistargeted embolization. During injection carefully monitor patient vital signs. Consider
terminating the procedure if any signs of mistargeting occur or patient symptoms develop. » Embrace HES may not polymerize in clinical conditions with
high flow, shunting, and/or reflux leading to increased exposure to Embrace HES precursor solutions. * Tert-butyl hydroperoxide (TBHP), a component
of the precursor solution, elicits genotoxicity and sensitization in animals. Biocompatibility of the unpolymerized precursor solutions has not been
established. « Embolization should not be performed if Embrace HES cannot be safely delivered in conditions of high flow, shunting, and/or reflux. « Serious
radiation-induced skin injury may occur to the patient due to long periods of fluoroscopic exposure, large patient diameter, angled x-ray projections, and
multiple image recording runs or radiographs. Refer to your facility’s clinical protocol to ensure the proper radiation dose is applied for each specific type
of procedure performed. Physicians should monitor patients who may be at risk. « Safety of Embrace HES at injected volumes greater than 7.5 mL into the

patient has not been evaluated. Total volume of Embrace HES injected should not exceed 7.5 mL.

PRECAUTIONS

« Patients with known allergy to contrast media may need to be premedicated prior to embolization. « Additional evaluations or precautions may be necessary
in managing periprocedural care for patients with the following conditions: * Bleeding diathesis or hypercoagulative state * Inmunocompromised. * Do
not use if any of the contents of the Embrace HES or package appear broken or damaged. Prior to use, carefully examine the unit to verify that the sterile
package has not been damaged. If the sterile packaging has been damaged, or unintentionally opened prior to use, discard the unit. « For single-use only,
do not resterilize. Attempts to reuse or resterilize this device may compromise the structural integrity of the device and/or lead to device failure, which in
turn may result in patient injury, iliness, or death. Reusing, reprocessing, or resterilizing may also create a risk of contamination of the device and/or cause
patient infection or cross infection including, but not limited to, the transmission of infectious disease(s) from one patient to another. Contamination of
the device may lead to injury, illness, or death. * Dispose of the used device or any unused material safely, following your institution’s local procedure for
the disposal of medical waste. « All procedures must be performed according to accepted aseptic technique. « Exercise care in handling the microcatheter
during a procedure to reduce the possibility of accidental breakage, bending, or kinking. * Excessive tightening of a hemostatic valve (such as the Tuohy-
Borst) onto the Instylla Microcatheter shaft may result in damage to the microcatheter. « Precursor injection into high blood flow or directly near vessel
branching may prevent embolic formation. If no evidence of embolic formation is present following the injection of 2mL liquid precursors (1mL of each
precursor), reposition catheter tip and confirm appropriate position prior to additional injection. « Excess injection of Embrace HES may resultin retrograde

flow in the vessel leading to the embolization of other non-target tissues or organs.
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