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In response to the article, 
“Major Complications and 
Adverse Events Related to 
the Injection of the SpaceOAR 
Hydrogel System Before 
Radiotherapy for Prostate 
Cancer: Review of the 
Manufacturer and User Facility 
Device Experience Database,” 
by Aminsharifi et al., the 
authors queried the MAUDE 
database and summarised 
information in medical device 
reports (MDRs) related to 
SpaceOAR Hydrogel.

Regarding the increasing number of MDRs since the SpaceOAR Hydrogel FDA 
approval in 2015, it is intuitive that the number of MDRs would increase over 
time with increased device utilisation. However, it is misleading to suggest 
the complication rate is increasing without accounting for the number of 
cases performed.

Authors of the aforementioned article also state that several unique 
adverse events reported were not acknowledged as potential risks on the 
manufacturer’s website. However, the device’s instructions for use and 
labelling appear complete.

After contacting the device manufacturer, it was concluded that the number 
of MDRs has been increasing proportionately with device usage and, 
consequently, the rate of MDRs has remained relatively constant over time, 
ranging from 0.3 to 0.6 MDRs per 1000 SpaceOAR cases performed.

We feel that the authors’ implications of increasing adverse event rates and 
inadequate risk labelling with the SpaceOAR device are unjustified.

Table 1. Medical Device Reports with SpaceOAR Perirectal 
Hydrogel Spacer Since Commercialisation in the United States

Year No. of MDRs No. of SpaceOAR cases MDRs per 1000 SpaceOAR cases

2015 1 1802 0.6

2016 2 5544 0.4

2017 3 9890 0.3

2018 14a 22,225 0.6

2019b 5 8361 0.6
a Indicates 11 MDRs involving 14 cases

b Reported through March 31, 2019

MDR = medical device report
The content of this article/publication is under the sole 
responsibility of its author/publisher and does not 
represent the opinion of Boston Scientific.

CAUTION: The law restricts these devices to sale 
by or on the order of a physician. Indications, 
contraindications, warnings, and instructions for use 
can be found in the product labelling supplied with each 
device or at www.IFU-BSCI.com. Products shown for 
INFORMATION purposes only and may not be approved 
or for sale in certain countries. This material not 
intended for use in France.
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