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Description

SpaceOAR® absorbable perirectal spacer (APS) is a biodegradable polyethylene glycol hydrogel that is injected as a 
liquid with transrectal ultrasound guidance into a space between the prostate and rectum. Once injected, the liquid 
solidifies within seconds into a hydrogel that pushes the anterior rectal wall away from the prostate. The goal of the 
APS is to reduce radiation exposure and damage to the rectum during radiation treatment for prostate cancer. The 
APS is said to maintain its structure for 3 months before it starts to breakdown, cleared from the body (through the 
kidneys) and by 6 months, only traces remain. 

Policy

Transperineal periprostatic placement of absorbable perirectal spacer (SpaceOAR®) to reduce rectal toxicity in men 
undergoing radiotherapy for prostate cancer is medically necessary.

Use of transperineal periprostatic placement of absorbable perirectal spacer (SpaceOAR®) for all other indications is 
experimental / investigational as it does not meet TEC criteria # 2-5.

Policy Guidelines
Experimental / Investigational

The term "experimental/investigational" describes services or supplies that are in the developmental stage and are in
the process of human or animal testing. Services or supplies that do not meet all 5 of the criteria listed below adopted
by the BlueCross BlueShield Association Technology Evaluation Center (TEC) are deemed to be
experimental/investigational:

1. The technology* must have final approval from the appropriate U.S. government regulatory bodies; and
2. The scientific evidence must permit conclusions concerning the effect of the technology on health outcomes; and
3. The technology must improve the net health outcome; and
4. The technology must be as beneficial as any established alternatives; and
5. The improvement must be attainable outside the investigational settings.

* Technology includes drugs, devices, processes, systems, or techniques
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Rationale:

The SpaceOAR® (Absorbable perirectal spacer) is 510k-cleared by the Food and Drug Administration (FDA) as an 
absorbable perirectal spacer that temporarily positions the anterior rectal wall away from the prostate during 
radiotherapy for prostate cancer. Potential complications identified by the FDA in their decision summary include the 
following: pain and discomfort associated with the SpaceOAR hydrogel injection procedure from needle penetration 
and/or injection of the hydrogel into the bladder, prostate, rectal wall, rectum, or urethra; infection or local tissue 
inflammatory reactions; urine retention, bleeding, rectal mucosal damage, ulcers, necrosis, constipation; rectal 
urgency; injection of air, fluid or SpaceOAR® hydrogel intravascularly; device functional failure or its inability to 
maintain the space stability during the course of radiation therapy; prolonged or delayed procedure; and incomplete 
absorption of the hydrogel.
 
The published evidence on the absorbable perirectal spacer (APS) for use in men with prostate cancer undergoing 
radiation therapy has mostly been focused in the external beam radiation therapy (EBRT) setting and includes 1 
RCT, several prospective and retrospective studies. Findings from the RCT suggests potential benefit at reducing 
greater than 25% of rectal volume exposed to radiation (doses ≥70 Gy) during radiotherapy with a 94% to 99% 
success rate (Mariados et al., 2015; Pieczonka et al., 2016; Hamstra et al., 2017). Furthermore, at 15 months follow-
up, more patients in the control group (no APS) experienced more adverse events (AEs) and serious AEs than  
patients in the APS group. Patients in the APS group required significantly (P≤0.01) less AE related interventions and 
there were no statistically significant differences between the two groups in the primary safety endpoint of grade ≥ 1 
rectal or procedural AEs. Other studies have found that rectal dose volumes (rectal volume exposed to radiation) in 
patients with APS, although radiation dose-dependent, were significantly less (P<0.01) compared with no spacer 
(Pinkawa et al., 2012; Whalley et al., 2016; Pinkawa et al., 2017b; Te Velde et al., 2017). APS however was less 
effective when compared with a rectal balloon (Wolf et al., 2015).

Findings on benefits associated with reduced gastrointestinal (GI) toxicity and improved bowel quality of life were 
favorable for patients in the APS group versus no APS however, 1 study (Te Velde et al., 2017) reported mixed 
findings but suggests that patients whose treatment included APS were less likely to experience acute diarrhea 
versus no APS. Additionally, no differences in acute GI toxicity were observed when the APS was used compared 
with a balloon spacer (Wolf et al., 2015). In terms of late GI toxicity, findings were mixed however the RCT (Mariados 
et al., Pieczonka et al. & Hamstra et al.) reported that significantly (P≤0.03) fewer patients in the APS group reported 
incidence of late grade 1 or grade 2 GI toxicity. The prospective cohort study reported by Whalley et al. (2016) 
observed a significant (P=0.04) difference in late grade 1 GI toxicity in patients with APS versus none but not for 
grade 2 GI toxicity. Te Velde et al. found no difference in late GI toxicity 12 months following the completion of 
radiotherapy. 

In terms of bowel QOL, findings from studies with up to 63 months of follow-up data were mixed. Results from the 
RCT (Mariados et al., Pieczonka et al. & Hamstra et al.) at 3 years follow-up found significant (P<0.05) differences in 
bowel QOL for patients whose treatment included APS. Pinkawa et al. (2012) found no significant difference in bowel 
QOL with APS from baseline to 2 to 3 months. Pinkawa et al. (2017a) found that differences in bowel symptoms 
(loose or liquid stools, bloody stools, painful bowel movements, > 2 bowel movements per day) significantly (P<0.01) 
favored the APS group than control group however, no differences were observed in terms of rectal urgency, 
uncontrolled leakage of stool, or crampy pain in the abdomen or rectum. Another prospective trial by Pinkawa et al. 
(2017b) found no significant differences between APS and control group with regard to urinary or bowel bother scores 
at 17 or 63 months post radiotherapy. 

Evidence on the impact of the APS on disease control (prostate cancer) is limited however an RCT (Mariados et al., 
Pieczonka et al. & Hamstra et al.) reported no biochemical failure during 3 years of follow-up, and no differences 
were observed in nadir PSA level following radiotherapy. Evidence on the use of the APS with low dose rate (LDR) 
brachytherapy is limited to one study (Taggar et al., 2018) reporting on outcomes related to rectal dosimetry, GI 
toxicity and procedural success. In the LDR brachytherapy setting, Taggar et al. reported a 94% procedural success 
rate and found that rectal dosimetry was significantly (P<0.001) reduced for APS compared with no spacer control 
groups. Findings on GI toxicity in the LDR setting were limited by the lack of statistical analyses. Future trials should 
address use of the APS in patients with prostate cancer at high risk for bowel toxicity, and whether use of the APS 
has a clinically meaningful impact on radiotherapy dose escalation, QOL and prostate cancer disease control.

Update 2021:
 
A search of the peer-reviewed literature was performed from March 2019 through March 2021.  Findings in the 
literature do not change the conclusions on Transperineal periprostatic placement of absorbable perirectal spacer 
(SpaceOAR®) to reduce rectal toxicity in men undergoing radiotherapy for prostate cancer.  Therefore, the policy 
statement remains unchanged.
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“Services utilizing devices approved through the pre-market approval (PMA) process are designated as not medically 
necessary when not meeting the criteria above.”
 
Benefit Applications

Note: For FEP members, check the member’s contract for benefits
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This policy statement relates only to the services or supplies described herein.  Coverage will 
vary from contract to contract and by line of business and should be verified before applying the 

terms of the policy.


