Rotator Cuff Repair with ArthroFLEX® Augmentation
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Rotator Cuff Repair (RCR) has been successfully used to treat massive rotator cuff tears associated with shoulder
instability, loss of function, and pain.! The procedure involves debriding the damaged tissue and reattaching the tendon
to the greater tuberosity of the humerus. However, poor tissue quality of the native tendon can cause repair failures at
the suture-tendon junction, and thus requiring revision surgery.? In cases of massive rotator cuff tears augmenting the
repair with biological patches, such as ArthroFlex, reinforces the suture-tendon interface, increasing the repair strength
and restoring function.!

ArthroFlex is an acellular dermal extracellular matrix processed with LifeNet Health’s patented and validated
decellularization technology, Matracell®. The process leaves a biomechanically intact extracellular matrix on which
the patient’s cells can infiltrate and proliferate.® Donor cells and DNA are removed during the process, reducing the
possibility of an immunogenic response.* ArthroFlex is provided at medical device level sterility, SAL 10, and can be
stored at room temperature (15°C-30°C).

The following case study presents the use of ArthroFlex to augment the repair of a rotator cuff tear.

Patient Procedure

e 71-year-old, female ¢ Massive RCR with augmentation and extensive

. . debridement
* No previous surgeries

e . . e Massive rotator cuff identified with thinned tissue
* No specific injury, progressive pain for one year

« Difficulty reaching out and overhead e Tissue able to be mobilized to the tuberosity

- Existing comorbidities: None e ArthroFlex 201: 27 mm A-P, 15 mm M-L

e 4—-4.75 mm Vented SwivelLock® SpeedBridge® at

e Concomitant Medications: Thyroid hormone .
tuberosity

replacements and Hydroxychloroquine

Outcome

At one year post-op, patient report zero pain and
significant improvements in function and range of
motion.

See table on the next page for reported outcome
measures.
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Pre-op 6 months
Visual Analogue Scale (VAS) 6 0
American Shoulder and Elbow Surgeon Score (ASES) 48 88
Flexion active Range of Motion (ROM) 90 110

12 months

0

83

135

Figure 1. Pre-operative images
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Figure 2. Surgery pictures

Results from case studies are not predictive of results in other cases. Results in other cases may vary.
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LifeNet Health helps to save lives, restore health and give
hope to thousands of patients each year. We are the world’s
most trusted provider of transplant solutions, from organ
procurement to new innovations in bio-implant technologies
and cellular therapies—a leader in the field of regenerative
medicine, while always honoring the donors and healthcare
professionals that allow the healing process.
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