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Introducing the

balloon implant

A minimally-invasive biodegradable, subacromial spacer for
arthroscopic treatment of massive, irreparable rotator cuff tears



Innovative solution
to a complex condition

Your patients rely on you to treat their rotator cuff tears, and now there’s a new minimally-invasive
surgical option. It's the InSpace balloon implant, the only FDA-cleared balloon implant for the
treatment of massive, irreparable rotator cuff tears (MIRCTs). This biodegradable, subacromial
spacer enables a streamlined, arthroscopic procedure that may offer advantages for your patients.

Cxpanding your options

The InSpace balloon implant helps fill an unmet clinical need, arming you with
a less invasive MIRCT solution that demonstrates results similar to partial
rotator cuff repair'. This approach can be a better match for some patients who
are not ideal candidates for more invasive surgery.

Only FDA-cleared MIRCT surgical solution supported by a level 1
randomized controlled trial that preserves musculoskeletal tissues and bone
and does not require the use of anchors or permanent implant placement.

The InSpace balloon implant is designed to restore the subacromial
space without requiring sutures or fixation devices and has been
demonstrated to improve shoulder motion and function.!

Illustration of InSpace implant in situ

efficiency
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Purpose: To evaluate the safety and effectiveness of the InSpace implant as the primary
surgical treatment for full thickness massive irreparable rotator tears (MRCT).
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High rates of clinical success, defined as meeting the study Early return to range of
primary endpoint, in the InSpace study group at 24 months Early improvement compared to baseline noted at 6 weeks in Patient motion that is maintained
(InSpace: 87.8%, Partial Repair 88.1%) (Table 1) Reported Outcomes (PROs) of ASES, WORC, Constant (Figures 1-3) out to 24 months (Figure 4)
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A long history

Changing practice and changing lives across the globe. Has been used clinically in

40 countries
In use outside the U.S. since OUS procedures

2010° 29,000+° sustained benefits

at 2, 3 and 5 years®5’

Cleared for use in the U.S. in Peer reviewed clinical articles Over 80% of patients

2 02 1 1 > 305 achieved clinically significant
improvement in TCS at 5 years’

Making healthcare better,

1. A prospective, single-blinded, multi-center, randomized, controlled, pivotal study to assess the safety and effectiveness of the InSpace device, compared to
arthroscopic partial repair, for treatment of full thickness massive rotator cuff tears (MRCT). NCT02493660

2. Yamakado, K. "Clinical and Radiographic Outcomes With Assessment of the Learning Curve in Arthroscopically Assisted Latissimus Dorsi Tendon Transfer for
Irreparable Posterosuperior Rotator Cuff Tears." Arthroscopy: The Journal of Arthroscopic and Related Surgery. (2017)

3. Galvin, J. et. al. "Superior Capsular Reconstruction for Massive Rotator Cuff Tears A Critical Analysis Review." Journal of Bone and Joint Surgery. (2019)

4.  Crosby, L et. al. "Conversion to Reverse Total Shoulder Arthroplasty with and without Humeral Stem Retention: The Role of a Convertible-Platform Stem" THE
JOURNAL OF BONE AND JOINT SURGERY. (2017)

5.  Stryker data on file

6.  Familiari, F et al. "Subacromial Balloon Spacer for Massive, Irreparable Rotator Cuff Tears Is Associated With Improved Shoulder Function and High Patient
Satisfaction" Arthroscopy: The Journal of Arthroscopic and Related Surgery. (2020)

7.  Senekovic V, et al. “Prospective clinical study of a novel biodegradable sub-acromial spacer in treatment of massive irreparable rotator cuff tears.” Eur J Orthop
Surg Traumatol. (2012)

Sports Medicine

This document is intended solely for the use of healthcare professionals. A surgeon must always rely on his or her own Stryker
professional clinical judgment when deciding whether to use a particular product when treating a particular patient. We do not 5670 Greenwood Plaza Blvd., Suite 200
dispense medical advice and recommend that surgeons be trained in the use of any particular product before using it in surgery. Greenwood Village, CO 80111

The information presented is intended to demonstrate Stryker’s products. A surgeon must always refer to the package insert, t: 866 596 2022 £: 303 993 6195
product label and/or instructions for use, including the instructions for cleaning and sterilization (if applicable), before using any stryker.com/inspace

of Stryker’s products. Products may not be available in all markets because product availability is subject to the regulatory and/

or medical practices in individual markets. Please contact your representative if you have questions about the availability of

Stryker’s products in your area.

Stryker or its affiliated entities own, use, or have applied for the following trademarks or service marks: InSpace and Stryker.
All other trademarks are trademarks of their respective owners or holders. The absence of a product, feature, or service name, or
logo from this list does not constitute a waiver of Stryker’s trademark or other intellectual property rights concerning that name
or logo.
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