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The Shift in Care Delivery

Outpatient centers are rapidly becoming the preferred site of care for many orthopedic procedures. Sg2 Health Care
Intelligence forecasts that 85% of Total Knee Replacement (TKR) procedures will be performed in outpatient
settings by 2028.! Approximately 67% will be performed in Hospital Outpatient Departments (HOPD) and 18% will
be performed in independent Ambulatory Surgical Centers (ASC).? This shift is driven by cost pressures, payer
incentives, and patient preference for outpatient settings.
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85% of TKR Procedures to be Performed in Outpatient Settings by 2028

Most legacy implant systems were designed for inpatient hospital environments, not outpatient surgery centers.
Given lower reimbursement at outpatient centers, they are obliged to operate under fundamentally different
constraints:

e Time sensitivity: OR efficiency and case turnover time are critical.
e Resource efficiency: Lean staffing.
e Cost discipline: Tight procedure margins.
As a result, implant systems must now deliver on three dimensions simultaneously:
1. Procedural efficiency to maximize OR throughput.
2. Economic viability to ensure profitability despite lower reimbursement.

3. Clinical performance, which can’t be sacrificed in the pursuit of other goals.
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Products optimized for only one or two of these dimensions are increasingly at a disadvantage.

Designing for the ASC Reality

To succeed in ASC environments, OEMs must rethink how implant systems are designed from the ground up.
Key design principles include:

1. Procedural Efficiency by Design
Efforts should be directed to minimize surgical steps, reduce instrumentation, and streamline workflows.

2. Cost-Intentional Engineering
Material selection, implant system complexity and delivery systems must align with ASC economics.

3. Integrated Development + Manufacturing
Early alignment between R&D and manufacturing ensures design for manufacturability, reducing potential for
delays and cost overruns.

4. Faster Iteration Cycles
Rapid prototyping and testing allow teams to refine systems quickly for real-world use.

How SITES Medical Helps Deliver Products that Win in the ASC, Faster

There are three main capabilities that enable SITES to deliver products that are ideally suited for the ASC and do it
faster.

1. High Performance, Lower Cost Implant Technologies

For joint replacement procedures, cementless implants offer valuable OR time savings as the process of
mixing, applying and curing cement is avoided. SITES Medical’s OsteoSync® Ti is a high performance,
lower cost porous technology that is ideal for the healthier patients that are typical candidates for surgery in
the outpatient setting. It has a high coefficient of friction for initial implant stability and a combination of
macro, micro, and nano-scale features that foster best-in-class bone ingrowth. Compared to 3D printed
materials, OsteoSync has shown 2X to 5X greater bone volume ingrowth at similar timeframes and nearly
2X greater fixation strength relative to titanium plasma spray coated implants.>*>67

OsteoSync Ti with SEM magnification
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The technology offers dimensional tolerances that are just a fraction of typical implant tolerances, which
translates to a more consistent press fit experience for the surgeon and reduced need for bone recuts,
helping keep OR schedules on track. It is well-characterized, minimizing the need for multiple design and
test iterations, and ensuring a faster development cycle.

OsteoSync can be attached to a variety of orthopedic materials, including titanium, cobalt chrome,
UHMWPE, PEEK, PCU and hydrogels, so that lower costs can be maintained across all implant system
components. Over 300,000 OsteoSync devices have been implanted since 2014, and an FDA Masterfile has
been established which streamlines the regulatory approval process.

Expert R&D

The SITES Medical R&D team has extensive experience with implant design and testing which helps avoid
potential pitfalls and associated delays and cost overruns. Over 25 development projects have been
completed, and the team can operate on its own or as an extension of the OEMs R&D team. The SITES
R&D team is fully integrated with the manufacturing team and engages early in the design process so that
design for manufacturability principles are incorporated in the development cycle. This ensures quicker
engineering transfer and ultimately a lower cost of production.

Agile Manufacturing

SITES Medical has developed a set of off-the-shelf, oversized castings and forgings (“High Velocity
materials”) that accommodate a wide variety of implant designs and sizes. This avoids the need to develop
custom casting and forging tools with associated design cycles of up to 12-months and allows for design
iterations without having to redesign tools.

Once the design is locked, a Quadruple Option Casting or Forging can be developed which is OEM and
size specific to lower costs. It’s called Quadruple Option as it can be used for left and right components,
narrow and wide components, plus cementless and cemented designs and implant trials. A singular set of
castings or forgings reduces time to market and development cost.

An agile manufacturing setup which is single-piece flow capable, allows for short lead times and no

minimum order quantities. This reduces inventory requirements and contributes to lower overall cost.
When fully implemented, with upfront templating to determine implant size needed for a given case,
inventory can be reduced by up to 85% and the logistical burden on surgical center staff is decreased.

Conclusion
The ASC shift is not a trend. It is a structural transformation that OEMs must recognize. Companies that design
specifically for ASC environments will be best positioned to compete on performance, efficiency, and cost. SITES

Medical is uniquely able to assist OEMs in developing and delivering implant systems that will meet the challenging

requirements of outpatient facility stakeholders.
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