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Figure 1. Selection of Participants for the Laparoscopic Uterosacral Nerve Ablation (LUNA) Trial

502 Patlents assessed for eligibility and provided
consent prior to diagnostic laparoscopy

105 BExcluded®
63 Moderate or severe endometriosis
51 LUNA technically not feasible
— 26 Moderate or severe adhesions
& Moderate or severe pelvic inflammatory
disease
3 Other pathology considered significant

< 487 Randomized O

o

243 Randomized to receive LUNA
229 Recelved LUNA as assigned

244 Randomized to receive laparoscopy
without pehvic denervation (no LIJNA)

5 Did not receive LUNA due to
technical difficulties

9 Mot known whether LUNA
was received

231 Did not receive LUNA
as assigned
13 Mot known whether LUNA
was received

5 Withdrew consent prior to 12-mo
follow-up
51 Missing pain data at 12-mo follow-up

4 Withdrew consent prior to 12-mo
follow-up
48 Missing pain data at 12-mo follow-up

Primary pain analyses at 12 mo
187 Included inworst pain level analysls"
185 Included in noncyclical paln analysis
167 Included in dysmenorthea analysis
142 Included in dyspareunia analysis

Primary pain analyses at 12 mo
192 Included in worst pain level anzal),-slsb
185 Included in noncyclical pain analysis
170 Included in dysmenorrhea analysis
138 Included In dyspareunia analysis

ATwenty-six patients had more than 1 reason for exclusion.
Indicates worst pain level experienced from any of the 3 types of pain analyzed (noncyclical pain, dysmen-
orrhea, and dyspareunia).
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Table 1. P P R 1

Table 1. Baseline Characteristics of Participants in the Laparoscopic Uterosacral Nerve
Ablation (LUNA) Trial®

LUNA No LUNA
(n = 243) (n = 244)
Age, mean (SD) [range], v 30.6 (7.53) [17-64] 30.5 (7.48) [17-57]
Clinical presentation
Nulliparcus 87 (36) 92 (38)
Sexually active 195 (80) 103 (79)
Type of pain
Dysmenorrhea only 184 (76) 179 (73)
Noncyclical pain only 159 (65) 153 (B3)
Dysparaunia only® 158 (65) 149 (61)
All 3 types of pain 89 (37) 79 (32)
Central location of pain 168 (69) 167 (68)
Laparoscopic findings
Any visible pathology 110 (45) 111 (45)
Adhesions 49 (20) 37 (15)
Pelvic inflarnmatory disease 412) 94
Endometriosis
None 177 (73) 164 (67)
Minimal 41 (17) 52 (21)
Minimal, ablated 25 (10) 28 (11)
Pain medication
Analgesics®© 155 (64) 156 (64)
Antidepressants® 16 (7) 28 (11)
Type of contraceptive
Combined oral 33 (14) 33(14)
Mini-pill 4(2) 5(2)
Mirena coil 1 (=<1) 0
Not specified 30(12) 24 (10)
Indlication for other medication
Irritable bowel syndrome 2 [<1) 1(<=1)
Bladder pain 0 1(<1)
Urinary tract infection 2(=1) 1(<1)
Migraine 512) 2(1)
Asthma 19 (8) 15 (6)
Blood pressure 412) 4(2)

yalues are expressed as number (percentage) unless otherwise indicated.,
Represants sexually active women only.

CThere were m\ssmg data for 13 participants in the LUNA group and for 8 participants in the no LUNA group.
dThere were missing data for 20 participants in the LUNA group and for 20 participants in the no LUNA group.
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Figure 2. Effect of Laparoscopic Uterosacral Nerve Ablation (LUNA) at 12 Months and at
Each Time Point
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The graph on the right in each lettered part of the figure shows the difference in mean visual analogue scale
(VAS) pain scores and 95% confidence intervals; values greater than 0 indicate that LUNA is a better therapy
than no LUNA. The error bars indicate 95% confidence intervals.

#Indicates worst pain level experienced from any of the 3 types of pain analyzed (noncyclical pain, dysmen-
orrhea, and dyspareunia).
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Table 2. Prespecified Subgroup Analyses Using Repeated-Measures Analysis

Worst Pain Level? Noncyclical Pain Dysmenorrhea Dyspareunia
T 1T 11 11 1
Treatment Effect B Treatment Effect P Treatment Effect P Treatment Effect P
Subgroup 95% CI), cm Value (95% CI), cm Value (95% CI), cm Value (95% Cl), cm Value
Parity
Nuliparous 0.34 (-0.06 to 0.74) :I -0.02 (-0.411t0 0.37) :I 0.14(-0.28 to 0.54) 0.44 (-0.04 t0 0.92) :I 10
Parous -0.08 (-0.41 to 0.24) -0.13 (-0.47 t0 0.20) -0.20 (-0.55t0 0.15) -0.32 (-0.68 to 0.05)
Pathology
None 0.10(-0.16 t0 0.36) ] 20 -0.08 (-0.34t0 0.18) :I 0 -011(-0.39 10 0.17) 0.08 (-0.22 to 0.39) :I
Any minimeal 0.19(-0.81t01.18) | 0.64 (-0.68 10 1.39) ’ 0.64(-0.28 t0 1.56) -0.54 (-1.04t0c 0.12)
Mild or minimal 0.20(-0.5910 0.62) .80
enclometriosis
Site of pain
Central -0.03 (0.31 to 0.30) :I -0.15 (-0.46 t0 0.16) :I 0 -0.15(-0.46 t0 0.16) :I o0 -0.06 (-0.41 t0 0.30) :I 10
Not central 0.10(-0.49 10 0.49) 0.01 (-0.50t0 0.51) -019 (-0.74 10 0.36) 0.21(-0.33t0 0.76)

Abbreviation: Cl, confidence interval.
AIndicates worst pain level experienced from any of the 3 types of pain analyzed {noncyclical pain, dysmenorhea, and dysparsunia).
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