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Executive Summary 
 
Laparoscopic Radiofrequency Ablation (also referred to 
as Lap-RFA or RFVTA) of Uterine Fibroids with the 
Acessa® system provides significant reduction in heavy 
menstrual bleeding and fibroid volume while preserving 
the uterus. Results from clinical trials show high patient 
satisfaction and low surgical reintervention rates. 
 
Results from additional clinical trials also found that Lap-
RFA for Uterine Fibroids using the Acessa system has a 
low adverse event rate as well as lower intraoperative 
blood loss, shorter hospital stay, and faster recovery 
times compared to hysterectomy and myomectomy3. 
 
In conclusion, Lap-RFA for Uterine Fibroids using the 
Acessa system in a safe and effective alternative to 
hysterectomy and myomectomy. 
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OVERVIEW OF CLINICAL EXPERIENCE WITH ACESSA PROVU 

  

The Acessa system is indicated for use in percutaneous, laparoscopic coagulation and ablation of soft 
tissue, including treatment of symptomatic uterine fibroids under laparoscopic ultrasound guidance. 
The Acessa Procedure (Lap-RFA) is minimally invasive, outpatient procedure that preserves the uterus 
and is a safe and effective alternative to hysterectomy and myomectomy.  

 

• Over 4,000 patients treated with the Acessa system since 201214 

• 900+ patients studied and actively being studied under various protocols 

• 47+ peer reviewed publications to date that include safety and efficacy data on 475 unique 
patients 

• Long term clinical outcomes reported at 3-6-12-24-36 months1 
 

Key publications in support of Lap-RFA with the Acessa system are summarized on the following 
pages. Please contact SURGICALMEDICALAFFAIRS@HOLOGIC.COM for additional information on clinical 
data for the Acessa system.  
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SUMMARY OF PEER-REVIEWED PUBLICATIONS 

 

CLINICAL STUDIES  

 

PATIENTS 
STUDIED 

 

STUDY DESIGN 

I. INVESTIGATIVE DEVICE EXEMPTION (IDE) TRIAL  

135 

NON-COMPARATIVE 
PROSPECTIVE STUDY, 
COHORT STUDY, 
WITH OBSERVATIONS 

• IDE TRIAL: 12 MONTHS  

• IDE TRIAL: 36 MONTHS  

• IDE TRIAL: OBSERVATIONS   

• IDE TRIAL: OBSERVATIONS 

• IDE TRIAL: OBSERVATIONS 
 

II. RANDOMIZED CONTROLLED TRIAL (RCT) COMPARING 
LAPAROSCOPIC RADIOFREQUENCY ABLATION (LAP-RFA) 
WITH LAPAROSCOPIC MYOMECTOMY (LM)  

50 
COMPARATIVE 
PROSPECTIVE STUDY 
RCT • RCT COMPARING LAP-RFA WITH LM: 12 MONTHS  

• RCT COMPARING LAP-RFA WITH LM: 24 MONTHS  

  

III. META-ANALYSES  

N/A META-ANALYSES AND 
SYSTEMATIC REVIEWS 

• META-ANALYSIS: LIN  

• META-ANALYSIS: HAVRYLIUK 

• META-ANALYSIS: BRADLEY 

• META-ANALYSIS: SANDBERG  

      

IV. FEASIBILITY STUDIES    
FEASIBILITY STUDY 

• PHASE I  31 
 

V. TRUST STUDY 

105 

POST MARKET, 
PROSPECTIVE, MULTI-
CENTER 
LONGITUDINAL 

• TRUST CANADA 
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ACESSA PIVOTAL IDE CLINICAL TRIAL: 12-MONTH RESULTS 

Chudnoff, SG, et al. Outpatient Procedure for the Treatment and Relief of Symptomatic Uterine Myomas. Obstetrics and Gynecology, 
2013;121(5):1075–82.  

 

Objective 

To estimate the safety and efficacy of laparoscopic 

ultrasound-guided radiofrequency volumetric 

thermal ablation of uterine myomas in symptomatic 

women. 

Trial Design 

Prospective, multicenter, interventional clinical trial 

with primary outcome measures of change from 

baseline to 12 months and ongoing qualitative follow-

up of women for 3 years posttreatment. 

Endpoints 

Adverse events 

Reduction in menstrual blood loss 

Symptom severity score (SSS) and Health-related 

Quality of Life (HRQL) 

Myoma volume reduction 

Patient satisfaction 

Surgical reintervention 

Enrollment 

135 patients enrolled 

127 patients in the full analysis and 12-month follow-

ups 

640 fibroids treated 

Conclusion 

Radiofrequency volumetric thermal ablation of 

myomas is well tolerated and results in rapid 

recovery, high patient satisfaction, improved quality 

of life, and effective symptom relief. 

 

 

 

 

 

 

 

Key patient outcomes at 12 months  

◇ 81.9% of patients reported a reduction in their menstrual bleeding 
◇ 103.6 mL mean decrease in alkaline hematin from baseline 
◇ 40.2% experienced at least a 50% reduction from baseline to 12 months post treatment in their 

menstrual blood flow 
◇ 45.1% mean myoma volume reduction  
◇ 24.3% mean uterine volume reduction 
◇ 98% of patients responded that they would recommend the treat to a friend with the same health problem 
◇ 94% of patients responded that they were satisfied with the treatment 
◇ Mean 35.2- and 41.2-point improvements in SSS and HRQL scores 
◇ 1 serious adverse event reported 
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ACESSA PIVOTAL IDE CLINICAL TRIAL: 36-MONTH RESULTS 
Berman, J., Guido, R., Garza, L. J., Robles, P. R., Whaley, F., & Chudnoff, S. (2014). Three Years’ Outcome from the Halt Trial: A Prospective 
Analysis of Radiofrequency Volumetric Thermal Ablation of Myomas. Journal of Minimally Invasive Gynecology, 21(6). doi: 
10.1016/j.jmig.2014.08.072 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 

To analyze the clinical success of 
radiofrequency volumetric thermal 
ablation (RFVTA) at 3-year follow-up in 
terms of subject responses to validated 
questionnaires and surgical repeat 
intervention to treat myomas. 

Trial Design 

Prospective follow-up of patients for 36 
months after treatment in a multicenter 
international trial of outpatient, 
laparoscopic ultrasound-guided RFVTA of 
symptomatic uterine myomas 

Endpoints 

Symptom Severity Score (SSS) and 
Health-related Quality of Life (HRQL) 
score 

Reintervention rate 

Enrollment 

135 patients enrolled 

104 patients in the full analysis and 36-
month follow-ups 

Conclusion 

RFVTA of uterine myomas resulted in 
sustained relief from myoma symptoms 
and continued improvement in health-
related quality of life through 36 months 
after ablation. 

 

 

  

 

 

 

 

 

Key patient outcomes at 36 months  

◇ 11% cumulative surgical reintervention rate 
◇ Mean 32.6-point decrease in SSS 
◇ Mean 38.6-point improvements in and HRQL score 
◇ Improvements in SSS and HRQL scores at 12 months were also observed at 36 months 
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ACESSA PROCEDURE IDE CLINICAL TRIAL: OBSERVATIONS 

Galen, D. I., Isaacson, K. B., & Lee, B. B. (2013). Does Menstrual Bleeding Decrease After Ablation of Intramural Myomas? A Retrospective Study. 
Journal of Minimally Invasive Gynecology, 20(6), 830-835. doi: 10.1016/j.jmig.2013.05.007 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 

To evaluate the effect of radiofrequency 
volumetric thermal ablation (RFVTA) on 
menstrual bleeding in patients with 
intramural myomas 

Trial Design 

Retrospective analysis of a recently 
completed prospective trial of 
laparoscopic ultrasound-guided RFVTA 

Endpoints Reduction in menstrual blood loss (MBL) 

Enrollment 

135 premenopausal symptomatic women 
with uterine myomas and heavy menstrual 
bleeding confirmed by alkaline hematin 
analysis 

122 patients in the full analysis at 12 
months 

Conclusion 

Although it has been known that the 
treatment of submucous myomas results 
in a reduction of MBL, this is the 

first study to show that radiofrequency 
ablative therapy for intramural myomas 
without a submucosal component will also 

result in a significant reduction in 
menstrual blood loss 

 

  

 

 

 

 

 

 

 

Key patient outcomes based on observational study data  

◇ All 122 subjects had clinically and statistically significant decrease in MBL 
◇ Lap-RFA resulted in 103.6 mL mean reduction in menstrual blood flow at 12 months post-treatment 
◇ 91.8% of subjects had 1 or more intramural myomas, but submucous myomas were present in fewer than 

half of the subjects 
◇ 10 subjects had submucousal but no intramural fibroids and the most significant posttreatment decrease 

in monthly bleeding (-45.1%) 
◇ 63 subjects had intramural myomas but no submucosal myomas, and their posttreatment decrease in 

MBL was also clinically and statistically significant (-31.8%)  
◇ 27 of these 63 subjects did not have myomas abutting the endometrium or submucous myomas and 

experienced clinically and statistically significant reduction in MBL (-25%) 
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ACESSA IDE CLINICAL TRIAL: OBSERVATIONS 
Galen, D. I., Pemueller, R. R., Leal, J. G., Abbott, K. R., Falls, J. L., & Macer, J. (2014). Laparoscopic Rafrequency Fibroid Ablation: Phase II 
and Phase III Results. JSLS: Journal of the Society of Laparoendoscopic Surgeons, 18(2), 182-190. 
doi:10.4293/108680813x13693422518353 

 

 

 

 

Objective 

To review phase II and phase III treatments 
of symptomatic uterine fibroids using 
laparoscopic radiofrequency volumetric 
thermal ablation (RFVTA). 

Trial Design 
Retrospective, multicenter clinical analysis 
of results from two phase II studies and 2 
sites and one phase III study at 11 sites 

Endpoints 

Symptom severity score (SSS) and Health-
related Quality of Life (HRQL) 

Decreased uterine volume 

Return to normal activity 

Device-related adverse events 

Decreased menstrual blood loss 

 

Enrollment 
206 patients who received Lap-RFA 
treatment for uterine fibroids 

Conclusion 

RFVTA does not require any uterine 
incisions and provides a uterine-sparing 
procedure with rapid recovery, significant 
reduction in uterine size, significant 
reduction or elimination of myoma 
symptoms, and significant improvement in 
quality of life. 

  

 
Key patient outcomes based on observational study data 

◇ Mean 25.9% reduction in uterine volume 
◇ Mean 45.1 point decreased in SSS 
◇ Mean 43.5 decreased in HRQL scores 
◇ Patients returned to work with 4-5 days 
◇ 1.4% rate of possible device-related adverse events 
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ACESSA IDE CLINICAL TRIAL: OBSERVATIONS 
Levine, D. J., Berman, J. M., Harris, M., Chudnoff, S. G., Whaley, F. S., & Palmer, S. L. (2013). Sensitivity of Myoma Imaging Using 
Laparoscopic Ultrasound Compared with Magnetic Resonance Imaging and Transvaginal Ultrasound. Journal of Minimally Invasive 
Gynecology, 20(6), 770-774. doi: 10.1016/j.jmig.2013.04.015 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 

To determine the eficacy of laparoscopic 
ultrasound (LUS) as compared with 
contrast-enhanced magnetic resonance 
imaging (CE-MRI) and transvaginal 
ultrasound (TVUS) in detection of uterine 
myomas 

Trial Design 

Retrospective study of imaging methods 
used in a trial of LUS-guided 
radiofrequency volumetric thermal 
ablation in women with symptomatic 
myomas 

Endpoints 

Number of myomas found in CE-MRI, 
TVUS, and LUS 

 

Enrollment 
135 women with symptomatic myomas 
and objectively conFIrmed moderate to 
severe heavy menstrual bleeding 

Conclusion 

Compared with CE-MRI and TVUS, LUS 
demonstrates the most myomas, 
regardless of size or type 

  

 

  

Key findings based on observational study data 

◇ Laparoscopic ultrasound identifies 2x more fibroids than transvaginal ultrasound 
◇ Laparoscopic ultrasound identifies 1.4x more fibroids than contrast-enhanced magnetic resonance 

imaging  
◇ LUS detected a larger number of serosal, intramural, and submucosal myomas and intramural myomas 

abutting the endometrium than did the other methods 
◇ LUS picked up smaller (< 1 cm3) fibroids than TVUS and CE-MRI 

◇ 10% of fibroids imaged with TVUS were small, 21% of fibroids images with CE-MRI were small, 
and 39% of fibroids imaged with LUS were small 
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RCT COMPARING LAP-RFA WITH LAPAROSCOPIC MYOMECTOMY: 12 MONTHS 
Brucker, S. Y., Hahn, M., Kraemer, D., Taran, F. A., Isaacson, K. B., & Krämer, B. (2014). Laparoscopic radiofrequency volumetric thermal 
ablation of fibroids versus laparoscopic myomectomy. International Journal of Gynecology & Obstetrics, 125(3), 261-265. doi: 
10.1016/j.ijgo.2013.11.012 

 

 

 

 

 

 

 

 

 

 

 

Objective 

To compare the mean hospital discharge times 
and perioperative outcomes for radiofrequency 
volumetric thermal ablation (RFVTA) of FIbroids 
and laparoscopic myomectomy (LM) 

Trial Design 

Post market, randomized, prospective, single-
center, longitudinal, comparative study to evaluate 
the outcomes of RFVTA and the current standard 
of care (LM) for symptomatic uterine fibroids in 
women who desired uterine conservation 

Surgeons were blinded to the treatment until all 
fibroids had been mapped by laparoscopic 
ultrasound 

Endpoints 

Mean hospitalization time 

Mean intraoperative blood loss (mL) 

Percentage of fibroid treated 

Enrollment 

51 patients randomized to the 2 interventions 

Final analysis included 25 patients in the RFVTA 
group and 25 patients in the LM group 

Conclusion 

Radiofrequency volumetric thermal ablation 
resulted in the treatment of more FIbroids, a 
significantly shorter hospital stay, and less 
intraoperative blood loss than laparoscopic 
myomectomy. 

 

 

  

Key patient outcomes based on RCT study data 

◇ Median surgery time for Lap-RFA is comparable to LM 
◇ 1.1 hours for Lap-RFA 
◇ 1.2 hours for LM 

◇ Lap-RFA results in reduced hospitalization stay compared to LM  
◇ Median 7.8 hours for Lap-RFA 
◇ Median 22.6 hours for LM 

◇ Lap-RFA results in lower intraoperative blood loss compared to LM 
◇ Median 20 mL for Lap-RFA 
◇ Median 35 mL for LM 

◇ Lap-RFA results in treatment of more fibroids compared to LM 
◇ 71 fibroids treated with Lap-RFA (98% rate of treated/excised fibroids) 
◇ 49 fibroids treated with LM (80.3% rate of treated/excised fibroids) 
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RCT COMPARING LAP-RFA WITH LAPAROSCOPIC MYOMECTOMY: 24 MONTHS 
Krämer, B., Hahn, M., Taran, F., Kraemer, D., Isaacson, K. B., & Brucker, S. Y. (2015). Interim analysis of a randomized controlled trial 
comparing laparoscopic radiofrequency volumetric thermal ablation of uterine fibroids with laparoscopic myomectomy. International 
Journal of Gynecology & Obstetrics, 133(2), 206-211. doi: 10.1016/j.ijgo.2015.10.008 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 

To compare 24-month patient-reported 

outcomes following laparoscopic 

radiofrequency volumetric thermal ablation 

(RFVTA) and laparoscopic myomectomy in 

patients with uterine fibroids 

Trial Design 

Interim analysis on data from an ongoing 

randomized, prospective, single-center, 

longitudinal trial of laparoscopic myomectomy 

and RFVTA 

Endpoints 
Symptom severity score (SSS) and Health-

related Quality of Life (HRQL) 

Enrollment 

51 patients randomized to the 2 interventions 

Final analysis included 21 patients in the 

RFVTA group and 22 patients in the LM group 

Conclusion 

24-month data suggest equivalence in safety 

and patient-reported efficacy of RFVTA and 

laparoscopic myomectomy 

  

§  

 

  

Key patient outcomes based on RCT study data 

◇ Improvements in SSS were found in both Lap-RFA and LM patients 
◇ Improvements in HRQL were found in both Lap-RFA and LM patients 
◇ Similar scores show durability of Lap-RFA as an alternative to LM 
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META-ANALYSIS: QUALITY OF LIFE, ADVERSE EVENTS, AND REINTERVENTION 
OUTCOMES AFTER LAPAROSCOPIC RADIOFREQUENCY ABLATION FOR 
SYMPTOMATIC UTERINE FIBROIDS 
Lin, L., Ma, H., Wang, J., Guan, H., Yang, M., Tong, X., & Zou, Y. (2019). Quality of Life, Adverse Events, and Reintervention Outcomes after 
Laparoscopic Radiofrequency Ablation for Symptomatic Uterine Fibroids: A Meta-Analysis. Journal of Minimally Invasive Gynecology, 
26(3), 409-416. doi: 10.1016/j.jmig.2018.09.772 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 
To review short and long-term outcomes from 
patients after Lap-RFA for uterine fibroids 

Trial Design 
Meta-analysis 

Endpoints 

Symptom Severity Score (SSS) and Health-
related Quality of Life (HRQL)  

Procedure-related adverse events 

Reintervention rate 

Days missed from work 

Study Size 
8 studies  

581 total patients studied 

Conclusion 

Lap-RFA is an efficacious way to treat small-
sized and nonpedunculated symptomatic 
uterine fibroids, providing stable long-term 
symptom relief and quality of life improvement 
with a low risk of adverse events and 
reintervention and just a few days of missed 
work. 

  

 

  

Key findings from meta-analysis 

◇ HRQL after Lap-RFA improved significantly up to 36 months 
◇ Overall reintervention rate of 4.39% 
◇ 69.17 cm3 median reduction in uterine volume 
◇ Patients return to work in 4.35 days on average 
◇ 1.78% procedure related adverse event rate 
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META-ANALYSIS: SYMPTOMATIC FIBROID MANAGEMENT 
Havryliuk, Y., Setton, R., Carlow, J. J., & Shaktman, B. D. (2017). Symptomatic Fibroid Management: Systematic Review of the Literature. 
JSLS: Journal of the Society of Laparoendoscopic Surgeons, 21(3). doi:10.4293/jsls.2017.00041 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 
Determine whether recommendations can be 
made regarding best practice for symptomatic 
uterine fibroid surgical treatment 

Trial Design Systematic review and meta-analysis 

Endpoints 

Intraoperative blood loss 
Length of stay 

Complications 
Operating time 

Reintervention rate 

Readmission rate 
Symptom Severity Score (SSS) and Health-
related Quality of Life (HRQL) 

Study Size 
Complete assessment of 142 articles  

45 used in quantitative analysis 

Conclusion 

Fibroid therapy is trending toward uterine-
conserving treatments and outcomes are 
comparable across those treatments. 
Lap-RFA is associated with low complication 
rates, minimal EBL, and low reintervention rates. 
In addition, patients reported major improvement 
in their HRQL and symptom severity scores 
compared to reports of more traditional 
interventions, such as hysterectomy, 
myomectomy, and UAE. 

 

 

  
Key findings from meta-analysis 

 Lap-RFA Myomectomy UAE Hysterectomy 

Procedure Details  & Early Follow Up 

Blood Loss 35.4 mL 175.5 mL NA 269.3 mL 

Length of Stay 0 days 2.0 days 2.4 days 2.2 days 

Complications, (major) 1.7% 3.5% 2.7% 2.1% 

Long Term Follow Up 

Duration of follow up 27.0 months 34.7 months 13.5 months 11.2 months 

Number of patients 209 pts 689 pts 1423 pts 334 pts 
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META-ANALYSIS: CLINICAL PERFORMANCE OF RADIOFREQUENCY ABLATION FOR 
TREATMENT OF UTERINE FIBROIDS 
Bradley, L. D., Pasic, R. P., & Miller, L. E. (2019). Clinical Performance of Radiofrequency Ablation for Treatment of Uterine Fibroids: 
Systematic Review and Meta-Analysis of Prospective Studies. Journal of Laparoendoscopic & Advanced Surgical Techniques, 29(12), 
1507-1517. doi:10.1089/lap.2019.0550 

 

 

 

 

 

 

 

 

 

 

 

Objective 
To review evidence regarding typical patient 
outcomes for RFA 

Trial Design 

Meta-analysis 

Systematic review of prospective studies for 
treatment of uterine fibroids with RFA 

Endpoints 

Mean procedure time 

Return to work timeline 

Time to discharge 

Fibroid volume reduction 

Symptom Severity Score (SSS) and Health-related 
Quality of Life (HRQL) 

Reintervention rate 

N= 

32 studies 

1283 patients 

 

Conclusion 

RFA of uterine fibroids significantly reduces fibroid 
volume, provides significant durable improvements in 
fibroid-related quality of life, and is associated with 
favorable reintervention rates. 

 

 

 

  

Key findings from meta-analysis  

◇ Mean 73 minutes Lap-RFA procedure time 
◇ Mean 10.7 hours Lap-RFA hospital stay 
◇ 3.8% reintervention rate at 14 months for Lap- RFA 
◇ Mean 66% fibroid volume reduction at 12 months for RFA 
◇ Mean 6.5 days to return to work after Lap-RFA 
◇ Reduced SSS 
◇ Improved HQRL 
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META-ANALYSIS: REINTERVENTION RISK AND QUALITY OF LIFE OUTCOMES 
AFTER UTERINE-SPARING INTERVENTIONS FOR FIBROIDS 

Sandberg, E. M., Tummers, F. H., Cohen, S. L., Haak, L. V., Dekkers, O. M., & Jansen, F. W. (2018). Reintervention risk and quality of life 
outcomes after uterine-sparing interventions for fibroids: A systematic review and meta-analysis. Fertility and Sterility, 109(4). doi: 
10.1016/j.fertnstert.2017.11.033 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 
To compare uterine-sparing treatment 
options for fibroids in terms of 
reintervention risk and quality of life 

Trial Design 
Systematic review and meta-analysis 

Endpoints 

Reintervention outcomes 

Symptom Severity Score (SSS) and 
Health-related Quality of Life (HRQL) 

Study Size 
85 studies  

17,789 total patients studied 

Conclusion 

This study demonstrates that long-term 
data, particularly for the newest uterine-
sparing interventions, are urgently 
needed. 

 

  

 

 

  

Key findings from meta-analysis 

◇ Lap-RFA results in the lowest reintervention rate at 6 months when compared to cryotherapy ablation, 
myomectomy, HIFU, and UAE 

◇ Lap-RFA resulted in improved SSS and HRQL at 12 months 
◇ Limited data for Lap-RFA at 60 months 
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FEASIBILITY STUDY: LAPAROSCOPIC ULTRASOUND-GUIDED RADIOFREQUENCY 
VOLUMETRIC THERMAL ABLATION OF SYMPTOMATIC UTERINE LEIOMYOMAS: 
FEASIBILITY STUDY USING THE HALT 2000 ABLATION SYSTEM  
Leal, J. G., Leon, I. H., Saenz, L. C., &amp; Lee, B. B. (2011). Laparoscopic Ultrasound-Guided Radiofrequency Volumetric Thermal Ablation 
of Symptomatic Uterine Leiomyomas: Feasibility Study Using the Halt 2000 Ablation System. Journal of Minimally Invasive Gynecology, 
18(3), 364-371. doi:10.1016/j.jmig.2011.02.006 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Objective 

To assess the safety and 

efficacy of the Halt 2000 
Radiofrequency Ablation System 

Trial Design 
Prospective, single-center, longitudinal, 
open-label, single-arm, feasibility study 

Endpoints 

Patient safety 

Adverse events 

Reintervention rate 

Uterine volume changes 

Symptom Severity Score (SSS) and 
Health-related Quality of Life (HRQL) 

Enrollment 
31 patients 

 

Conclusion 

Volumetric thermal ablation using the 
Halt 2000 System produced significant 

reduction in symptoms and 
improvement in quality of life at 1 year 
after treatment, with an excellent safety 
profile. 

  

 

  
Key findings from feasibility study 

◇ Mean SSS improvement by 82% at 12 months 
◇ Increased HRQL by 37.65 points at 12 months 
◇ No procedure-related repeat hospitalizations, repeat treatments, or any procedures related to symptoms of 

myoma after radiofrequency ablation 
◇ Mean uterine volume decreased from 105.9 cm3 to 53.5 cm3 at 12 months 
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TRUST STUDY: CLINICAL OUTCOMES AND HEALTH CARE UTILIZATION PRE- AND 
POST-LAPAROSCOPIC RADIOFREQUENCY ABLATION OF SYMPTOMATIC 
FIBROIDS AND LAPAROSCOPIC MYOMECTOMY: A RANDOMIZED TRIAL OF 
UTERINE-SPARING TECHNIQUES (TRUST) IN CANADA. 
Rattray, D. D., Weins, L., Regush, L. C., Bowen, J. M., O'reilly, D., & Thiel, J. A. (2018). Clinical outcomes and health care utilization pre- and 
post-laparoscopic radiofrequency ablation of symptomatic fibroids and laparoscopic myomectomy: A randomized trial of uterine-sparing 
techniques (TRUST) in Canada. ClinicoEconomics and Outcomes Research, Volume 10, 201-212. doi:10.2147/ceor.s155038 

 

 

Objective 

To compare laparoscopic ultrasound-guided radio 
frequency ablation of fibroids (Lap-RFA) and laparoscopic 
myomectomy in terms of 1) healthcare utilization and 2) 
serious complication rates.  

Trial 
Design 

Post-market, randomized, prospective, multicenter, 
longitudinal, noninferiority interventional comparative 
evaluation 

Endpoints 

Healthcare utilization 
Serious complication rates 

 Symptom Severity Score (SSS) and Health-related 
Quality of Life (HRQL) 

Enrollment 

45 patients 

23 in Lap-RFA group 

22 in myomectomy group 

Conclusion 

Compared to myomectomy Lap-RFA is associated with 
significantly lesser intraoperative blood loss, shorter 
procedure and hospitalization times, lesser 
consumption/use of disposable and reusable surgery 
equipment, reduced health care resource utilization, and 
faster return to work through 3 months post-treatment. 
Direct and indirect costs of Lap-RFA and myomectomy 
are comparable. 

  

 

  

Key findings from TRUST study 

◇ Lap-RFA results in shorter hospitalization stay than myomectomy 
o Mean 6.7 hours for the Lap-RFA group, 9.9 hours for the myomectomy group 

◇ Lap-RFA results in shorter procedure time than myomectomy 
o Mean 70 minutes for Lap-RFA, 86.5 minutes for myomectomy 

◇ Lap-RFA resulted in less intraoperative blood loss than myomectomy 
o Mean 25.2 mL blood loss for Lap-RFA, 82.4 mL for myomectomy 

◇ Lap-RFA symptom severity reduction is comparable to myomectomy 
◇ Lap-RFA results in quicker return to work than myomectomy 

o Mean 11.1 days for Lap-RFA, 18.5 for myomectomy 
◇ Lap-RFA combined per patient direct and indirect costs comparable to myomectomy (Canada) 
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IMPORTANT SAFETY INFORMATION The Acessa ProVu system is indicated for use in percutaneous, 
laparoscopic coagulation and ablation of soft tissue, including treatment of symptomatic uterine 
fibroids under laparoscopic ultrasound guidance.  The Acessa ProVu system is contraindicated for 
patients who are not candidates for laparoscopic surgery and/or patients with a uterus adherent to 
pelvic tissue or viscera.  The Acessa ProVu system’s guidance system is not intended for diagnostic 
use.  Please read all instructions for use of the Acessa ProVu system prior to its use.  Safe and 
effective electrosurgery is dependent not only on equipment design but also on factors under control 
of the operator.  Rare but serious risks include, but are not limited to, skin burns, mild inter-operative 
bleeding, post-procedural discomfort (cramping, pelvic pain), infection, vaginal bleeding, blood loss 
and complications related to laparoscopy and or general anesthesia.  If you or someone you know has 
possibly experienced a side effect when using our product please contact your physician.  Insufficient 
data exists on which to evaluate the safety and effectiveness of the Acessa ProVu system in women 
who plan future pregnancy, therefore the Acessa ProVu system is not recommended for women who 
are planning future pregnancy.  

This is a general information tool for medical professionals and is not a complete representation of the 
product Instructions for Use (IFU). It is the medical professional’s responsibility to read and follow the 
IFU. The information may suggest a particular technique or protocol however it is the sole 
responsibility of the medical professional to determine which technique or protocol is appropriate. 
Sound patient evaluation and selection is the responsibility of the medical provider. 
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