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Indications:

The Motiva Flora® SmoothSilk® Tissue Expander is intended for temporary
subcutaneous or submuscular implantation to develop surgical flaps and additional
tissue coverage required in a wide variety of applications, particularly to aid in breast
reconstruction following a mastectomy. It can also be used in the treatment of
underdeveloped breasts and soft tissue deformities (refer to attachments 1 and 2).

Motiva Flora SmoothSilk Tissue Expanders require periodic, incremental inflation,
injected with sterile saline until the desired tissue volume is achieved. After reaching
the desired volume, the expander is surgically removed and replaced with a breast
implant in the same space as the previous tissue expander. This process usually takes
no more than 6 months.



Therapeutic Areas:

Tissue expanders are crucial in breast reconstruction, particularly for breast cancer
treatment and recovery. They are primarily used in:

1. Breast Reconstruction After Mastectomy:

Tissue expanders are used to stretch the skin and create a pocket where a long-term
breast implant will eventually take its place. Patients can either undergo immediate or
delayed reconstruction following a mastectomy, either during or after recovery and
cancer treatments. The Motiva Flora® SmoothSilk® Tissue Expander is specifically
engineered to support this approach.

2. Radiation Therapy:

Radiation can lead to skin tightening, fibrosis, and capsular contracture, which may
impact the aesthetic and functional outcomes of implant-based reconstruction. These
effects tend to be more pronounced when radiation follows implant placement. Staged
reconstruction using tissue expanders is a common approach for patients undergoing
postmastectomy radiation therapy (PMRT). Tissue expanders serve as placeholders,
preserving the breast mound and skin integrity during radiation, allowing for improved
cosmetic and functional outcomes in the second stage. Staged reconstruction with
tissue expanders provides an advantage in addressing both oncologic safety and
aesthetic restoration in breast cancer patients requiring PMRT. While it carries certain
risks, this approach enables tailored reconstruction plans that meet individual patient
needs and treatment schedules.

Motiva Flora® SmoothSilk® Tissue Expander, unlike traditional expanders with metallic
ports, uses an RFID port that reduces radiation dose attenuation to 1.29% for 6 MV and
0.99% for 10 MV X-rays. This ensures accurate and uniform radiation delivery, reducing
the risk of underdosing tumors or overdosing adjacent organs like the heart and lungs.
The RFID port also minimizes imaging artifacts, improving CT and MRI clarity for precise
radiation planning. Motiva Flora® SmoothSilk® Tissue Expander maintains material
integrity under radiation exposure (up to 50 Gy) without losing mechanical or functional
properties, supporting the surgical pocket throughout treatment. With its durability,
imaging compatibility, and dosimetric performance, making it ideal for patients
undergoing radiation-inclusive breast reconstruction, offering clinicians a reliable and
patient-centered solution.

3. DIEP Flap Surgery:

The Motiva Flora® Tissue Expander supports delayed-immediate reconstruction
protocols using DIEP flaps. It preserves the breast skin envelope and chest wall contour
during radiation therapy, facilitating optimal conditions for final reconstruction and
minimizing complications. Its SmoothSilk® surface and anatomical design maintain
natural breast contours, while the RFID-based port system reduces imaging artifacts
and improves CT and MRI compatibility.
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Background information and need for drug / device:

Breast reconstruction is a medical procedure designed to restore breast tissue that has
been lost due to cancer, cystic disease, congenital conditions, or trauma. This process
often facilitates emotional recovery for many women by restoring and providing a
natural appearance closest to their pre-cancer breast, compared to not having
reconstruction or using a prosthesis.

Breast cancer is the most common cancer among women globally, with 2.3 million
diagnoses and over 685,000 deaths in 2020. In the United States (US), 12.5% of women
are diagnosed annually, with 35.5% undergoing mastectomies. There were nearly
140,000 breast reconstruction surgeries in 2020, underscoring their importance.
Reconstruction methods include Tissue Expander/Implant, direct-to-implant, and
autologous tissue grafts (DIEP Flap Surgery) (attachment 1).

Tissue expanders are used after mastectomies to stretch the remaining tissue, creating
a pocket for the long-term breast implants. This method is associated with less
operative time, faster recovery, and fewer functional limitations.

A small percentage of tissue expander reconstructions are performed to correct
underdeveloped breasts and soft tissue deformities in the breast area. For this small
group of patients, the tissue expanders' psychological benefits are the same as cancer
patients.

Most commercially available tissue expanders in the market incorporate a magnetic
injection port to allow the surgeon to detect the position where saline must be injected.
This practice brings two main drawbacks when exposing a patient to an MRI (magnetic
resonance imaging) environment. First, those devices are labeled MR Unsafe, and
therefore MRIs are contraindicated, preventing patients from having a full analysis of
high-risk lesions on the contralateral breast or malignancy progression, assessing
procedure-related complications, or even evaluating a preexisting augmented
contralateral breast for aesthetic reconstruction. Second, if the radiologist/technician
proceeds with the scan, the presence of severe artifacts obscuring high-risk breast
areas will be obscured, providing unsatisfactory images (attachment 2). A common
practice for patients with traditional tissue expanders who require an MRI is to explant
the device prior to imaging. This is due to the presence of metallic
components-typically magnetic ports-that can interfere with MRI safety and image
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quality. The need to remove the expander not only delays diagnostic procedures but
also disrupts the breast reconstruction timeline, potentially compromising the surgical
pocket and skin envelope that the expander was intended to preserve.

Consequently, advancements in tissue expander design became necessary, particularly
for breast-related conditions, to improve the overall experience for patients.
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History of the development of the solution/product:

While there are a few breast reconstruction options, surgical best practices often
recommend a two-staged approach, involving the use of a tissue expander for
progressive skin expansion and preparing the tissue for the subsequent long-term
implant or autologous reconstruction. This approach has demonstrated a positive
contribution to overall patient health and satisfaction by improving quality of life.

Establishment Labs takes a patient-centric approach to innovation, ensuring that new
technology adds value to both the patient's experience and their health. Based on the
limitations of current tissue expanders, the conceptualization of the Motiva Flora
SmoothSilk Tissue Expander was focused around an enhanced surface topography, a
non-magnetic RFID injection port, and an improved anatomical shape to foster patients'
comfort, safety, and aesthetic outcome (attachment 1). The company studied
RFID-enabled technologies to substitute the conventional magnet port, ensuring MRI
compatibility and providing more options for radiologists and surgeons.

The decision to incorporate RFID was initially met with skepticism by some experts who
thought the unique features of the Flora Tissue Expander were \"over-engineered\" and
\"nice to have\". Regardless of feedback, we remained true to our goal of focusing on
patient comfort and safety and backed up our technologies with science.

Scientific evidence has demonstrated that a device's topography plays a significant role
in clinical performance and patient outcomes. The surface of the expander can
influence the body's response, the formation of scar tissue and overall biocompatibility.
The Flora's SmoothSilk 4-micron surface elicits a milder immune response compared to
other surfaces, as identified in a Nature Biomedical Engineering publication
(attachment 2), potentially leading to better long-term outcomes. Thus, Establishment
Labs decided to include their proprietary SmoothSilk surface in the Flora Tissue
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Expander. During preclinical stages, Establishment Labs assessed the safety and
effectiveness of the device using standard methods. The surface was evaluated per ISO
14607:2018 and tested in vitro, in animal models, and in humans for immune response,
bacterial attachment, biofilm formation, and particle shedding. Its biocompatibility met
EN ISO 10993-1 standards. Performance studies confirmed its function and
technological enhancements, including a non-ferromagnetic port and RFID coil.

The dataset indicates suitability for subcutaneous or submuscular implantation.
Sterilization met BS EN ISO 20857:2013 standards, and mechanical testing adhered to
ASTM F1441-03. MRI safety, Electromagnetic Compatibility, Electrical Safety Testing,
and interactions with ultrasound, X-rays, and CT scans were evaluated based on ASTM
standards.

Thanks to a collaborative effort, we ultimately secured FDA Clearance and successfully
introduced our expander to the U.S. market in 2023. Since then, surgeons across the
United States have gone above and beyond to ensure that their hospitals and clinics
can offer this groundbreaking technology to their patients, sometimes even obtaining
special authorization due to its distinctive features and related advantages.

Following its clearance, numerous U.S. surgeons have adopted the device and
consistently reported superior results and improved patient outcomes. These findings
are supported by the publication (attachment 3) of MD Anderson Cancer Center in
Houston; one of the first and most prestigious institutions to adopt the Motiva Flora
Tissue Expander.
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Why this drug or device is innovative, the broad implications for
future research, and/or how it will improve the human condition:

The Motiva Flora SmoothSilk Tissue Expander represents a significant advancement in
reconstructive breast surgery, with broad implications for future research and
improving patient outcomes. As the first RFID-enabled MR Conditional tissue expander,
this technology represents an advancement that allows for non-invasive port detection
with MRI compatibility. This technology could pave the way for future research of other
\"smart\" technology that may lead to personalized treatment protocols and safer ways
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to enhance the expansion process. We're further expanding our RFID platform to
include biosensing capabilities that would allow surgeons to track patients'
temperature, vital signs and potentially implant integrity, all for the benefit of the
patient.

Clinically, Flora enhances patient safety, comfort, and access to care-particularly in
underserved settings-while reducing the burden of follow-up procedures. By
streamlining reconstruction and improving the patient experience, it contributes
meaningfully to both physical and emotional recovery after mastectomy.

Flora's technological features include:

* A non-magnetic passive radiofrequency identification (RFID) port with Integrated
Port Needle Stop Assembly. The RFID port is a non-battery and non-emitting device part
made from non-ferromagnetic materials, conversely it incorporates
polyetheretherketone (PEEK), and a copper coil, which allows for MRI compatibility.
Non-ferromagnetic devices can be imaged using X-ray and computed tomography (CT)
without significant artifacts caused by ferromagnetic materials (attachment 2). This
feature adds benefit in patients who require post-mastectomy radiation therapy, in
which the CT images of the Treatment Planning System present negligible streaking
artifacts, thus avoiding the need for contouring and adjusting. Studies have been able
to demonstrate this advantage clinically, confirming a more precise radiation dose
delivery with a reduction of up to 75% of dose uncertainty when compared to
competitors. This contributes to a reduction of underdosing the target area and
overdosing the adjacent healthy tissues, such as the heart and lungs (attachment 5).
This feature also enables healthcare professionals undergoing expansion to safely
continue their work around MRI machines, reducing the disease burden and enhancing
their overall quality of life.

* The Motiva Flora Port Locator: A non-invasive electronic device that interacts
exclusively with the Flora Tissue Expander to locate the integrated port and enable
accurate injection filling.The air-wound coil with RFID technology is embedded within
the needle stop and is activated externally for precise location of the injection site
through LED indicators in the form of two rings, which will change color depending on
its proximity to the port (attachment 3).

* SmoothSilk surface topography: A controlled architecture produced by reverse
mandrel imprinting, with an average roughness of 4-micron (attachment 1).

This proprietary surface reduces the foreign body response and has demonstrated to
minimize the implant risks of bacterial contamination, silicone particle shedding, and
debris. Statistically significant lower infection rates have been documented, when
compared to traditional expanders.

The low roughness and low friction coefficient of this surface promote a favourable
interaction between the expander's surface and surrounding tissues, with studies
showing that this may result in less fibrotic tissue envelopes and lower periprosthetic
fluid compared to other shell surfaces (attachment 4).
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