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Plain language summary

Tears of the rotator cuff tendons of the shoulder are very common. Some people with a rotator
cuff tear have pain and loss of function that is not improved by simple treatments, and they may
undergo surgery.

Many people have the tear repaired. if this cannot be done, keyhole surgery can be used to clear space
around the tendons and allow the shoulder to move better. This procedure is called an arthroscopic
debridement.

The InSpace® (Stryker, Kalamazoo, MI, USA) balloon is a dissolvable device that is placed by the surgeon
above the shoulder joint, after an arthroscopic debridement. We wanted to know if it improved results
for patients and was good value.

We compared the standard operation, arthroscopic debridement, with the same procedure with the
InSpace balloon inserted. We collected data from 117 people with rotator cuff tears from 24 NHS
hospitals. Because of the COVID-19 pandemic, we could not directly measure strength or movement
and used well-established questionnaires instead.

Twelve months after their operation, most people had improved. People who had the standard operation
alone, without the balloon, had less pain and could use their shoulder more.

We calculated the costs of each treatment, including lost earnings. The InSpace balloon was more
expensive and was poor value for money for the NHS.

We developed a new method for doing an early statistical analysis to decide whether we could stop the
study early. Because of this, around half the number of people were needed in the study, compared with
the number we would normally need to do this work. We did additional research and found that this
new method would work for some other studies and would give much quicker results about which
treatments work best.

We developed a new method for doing magnetic resonance imaging scans of the shoulder, although
data collection was limited by the COVID-19 pandemic.
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