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Description
The Transperineal (TP) Access System (PrecisionPointTM) allows a free-handed transperineal approach to biopsy the 
prostate and according to the manufacturer (Perineologic), the system samples more regions of the prostate with 
increased precision compared with the standard transrectal approach. The TP access system is designed to allow the 
provider to more easily target the desired sampling locations using only a single puncture through the skin under local 
anesthesia. Another benefit of the free-handed TP approach is that infection rates are lower compared with 
transrectal (TRUS) because it avoids the rectal wall altogether and obviates the need for a bowel prep or prophylactic 
antibiotics. Additionally, fewer cores are required with the free-handed approach compared with prostate saturation 
biopsy (uses > 20 cores or up to 80 cores), which can be performed either by transrectal or transperineal routes.

Current standard or practice for prostate biopsy is to obtain 12-cores using TRUS with or without MRI-guided 
imaging. Evidence on whether or not the free-handed transperineal approach yields more clinically significant 
prostate cancer (e.g. Gleason Score ≥ 7) compared with TRUS approach is currently limited however, MRI fusion-
guided biopsies (e.g. cognitive fusion, direct MRI-guided / in-bore or MRI-TRUS) have been known to increase 
diagnostic yield for high-grade prostate cancer.

Policy
Free-handed transperineal biopsy of the prostate with a transperineal access system (PrecisionPointTM) is considered 
medically necessary for the diagnosis of prostate cancer and for use in men with low-risk disease (Gleason Score 
<7) in the active surveillance settings. 

Policy Guidelines

Rationale:

1. The technology must have final approval from the appropriate U.S. government regulatory bodies:

The PrecisionPointTM Transperineal Access System is classified by the Food and Drug Administration (FDA) as a 
class II device and received 510k clearance for premarket notification in 2016. The device (Perineologic 
PrecisionPointTM Biopsy Needle Guide) is cleared for use when used in conjunction with a BK ProFocus 2202 
ultrasound system to facilitate proper needle placement to access anatomical structures.

2. The scientific evidence must permit conclusions concerning the effect on health outcomes:
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Few studies have retrospectively evaluated the free-handed transperineal approach (PrecisionPointTM Transperineal 
Access System) to prostate biopsy for its diagnostic yield and complication rates. Studies did not compare the free-
handed approach to TRUS with/without MRI-guidance (i.e. cognitive MRI-guided approach). Conclusions reached 
from these studies is that the PrecisionPoint Transperineal Access System results in higher diagnostic yields for 
clinically significant disease (Gleason score 7 or >) with low complication rates compared to the TRUS approach. 

Kum et al. (2018) evaluated the histopathological outcomes, morbidity and tolerability of the free-handed 
Transperineal approach in 176 patients. The average age of patients in this study was 65 years (age range: 36-83) 
with median PSA of 7.9 ng/ml and mean prostate volume of 45 cc. Seventy-five of 176 patients in this study had 
primary systemic transperineal biopsies alone (mean of 24.2 cores), majority (61%) of which were positive for 
clinically significant disease (Gleason > 3+4). Cognitive MRI-targeted biopsies alone (mean of 6.8 cores) were 
performed in 45 patients and another 40 patients had both systematic and target biopsies (mean 27.9 cores). The 
rate of complications was 2.8% and were generally minor or required minimal intervention. The authors found that 
use of the free-handed PrecisionPoint Transperineal Access System was safe, effective and well-tolerated by 
patients when performed systematically or with image guidance using MRI (cognitive MRI-targeted). A major 
limitation of this study is that the PrecisionPoint Transperineal Access System was not compared with TRUS 
(with/without the MRI-guided approach) and does not permit conclusions about diagnostic yields and complication 
rates.

Meyer et al. (2018) described their procedural technique and initial outcomes of performing transperineal prostate 
biopsies using the PrecisionPoint Transperineal Access System in the office setting. The study retrospectively 
reviewed the records of 43 men with a median PSA level of 6.1 ng/ml (PSA range: 0.8-32.9) undergoing prostate 
biopsy using the free-handed transperineal approach. Most patients (n=31) were undergoing prostate cancer 
screening and 12 patients with low-risk disease were under active surveillance. Prostate cancer was detected in 
48.8% of men (n=21) and among patients on active surveillance, 2 of 12 patients were found to have Gleason ≥ 3+4 
disease. Complications were low and involved 2 patients with urinary retention and 1 patient with gross hematuria 
that required catheterization. Complications related to infection were not observed in patients undergoing this 
procedure. 

Ristau et al. (2018) retrospectively evaluated the free-hand transperineal prostate biopsy approach in 1000 men on 
an active surveillance protocol with a primary outcome of detecting any cancer, including clinically significant cancer 
(Grade Group ≥ 2). Secondary outcomes were for complications and procedural specifics. In this cohort of men, the 
median age was 68 years, median PSA was 7.9 ng/ml. Most men (60.7%) had cancer (total cancer), 40.3% of which 
were for clinically significant disease. There were no hospitalizations due to sepsis and no urinary tract infections 
(culture-proven). The authors concluded that the free-handed transperineal prostate biopsy approach had cancer 
detection rates that were comparable to TRUS biopsy with little risk for infection.  

3. The technology must improve the net health outcome:

Few studies of low-quality evidence have shown that the free-handed transperineal approach results in less infections 
when compared with the literature findings on TRUS. Diagnostic yield in these studies have been favorable for the 
free-handed transperineal approach at detecting prostate cancer including clinically significant disease (e.g., Gleason 
≥ 7); and diagnostic yields were even higher when MRI-targeted approach was used (cognitive MRI-targeted). 
However, trials are lacking in quality and there is a need for prospectively validated trials with comparison groups to 
assess the overall impact on the net health outcome.

4. The technology must be as effective as any established alternatives:

The established alternatives include TRUS prostate biopsy with or without MRI guidance (e.g. cognitive MRI-targeted, 
MRI TRUS fusions) and the current body of evidence consists of non-randomized studies (mostly retrospective 
reviews) and lacked a comparison group of patients who were screened for prostate cancer using the TRUS 
approach. Prospective validation studies are lacking and the current body of evidences has not established that the 
free-handed approach using the PrecisionPoint Transperineal Access System outperforms TRUS approach in terms 
of diagnostic yield. One study (Ristau et al, 2018) concluded that cancer detection rates for the PrecisionPointTM 
Transperineal Access System are similar to TRUS prostate biopsy.

5. The improvement must be attainable outside the investigational settings:
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Improvements have not been established in the investigational settings therefore, it is not possible to reach 
conclusions about improvements outside of these settings.

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 (TP) Access System (PrecisionPointTM).  Therefore, the 
policy statement remains unchanged.

“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, check the Member’s contract for benefits

Cross References to Related Policies and Procedures

CareFirst Medial Policy # 7.01.113, Saturation Biopsy of the Prostate
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