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RESULTS

INTRODUCTION

Opioids are often used as a treatment for acute moderate-to- BUNIONECTOMY Figure 2: Opioid sparing effect of MR-107A-02 vs placebo in
severe pain and have associated with certain risks. MR-107A-02 is . MR-107A-02 demonstrated: bunionectomy - Full analysis set

a novel, fast-acting oral meloxicam developed by Viatris, designed

. : L : : . « 24% more opioid-free subjects and 59% lower mean —
to provide rapid absorption in acute pain settings. The opioid LSGMR=0.41 (0.29, 0.58)
P P P P 5> P number of opioid doses vs. placebo (Figure 2). A =-1.6 (p <0.001) s0% A =23.8% (p <0.001) Adverse MR-107A-02 Placebo Tramadol
sparing effects of MR-107A-02 were evaluated using FDA- 8 events N (%) N (%) N (%)
« Longest median time (hours) to first opioid or any rescue | :

Table 1: ORAEs in 2 5% of subjects in any treatment group
in bunionectomy

c
approved surgical models. These two phase-lll studies aimed to Jicat 4 ceb 9 ol = % - | | E»\; | o
assess the safety and efficacy of MR-107A-02 versus placebo and me |cat.|on compare . to placebo and tramado gr?ups. 9 - | 3'%7 . Constipation 15(10.8) 10 (7.4) 24 (17.0)
tramadol in reducing acute pain in subjects undergoing ‘ ThE_COtm)PSrLSOH Ofl\jgdfOO;Rtééthe numbler ag‘d prgliort'o";lolf § '% 6 E§ Nausea 14 (10.1) 18 (13.3) 55 (40.4)
hunionectorny and herniorrhaphv. subjects) between MR- -02 versus placebo and tramado g o | 53
- Y orrhapny showed: G 3 ® g3 Vomiting 7 (5.0) 0 (0.0) 24.(17.6)
METHODS . . Q * S 0 40%
"  2.Sten R « Opioid rescue: 60 (43.8%) vs. 92 (67.6%) and 77 (56.2%). o g 4 E._._ I Pruritus 9 (6.5) 11 (8.1) 21 (15.4)
igure 1: 3-Step Rescue . atian 0 0 “— a3
Any rescue medlcat!on. 110 (80.3%) vs. 128 (94.1%) and S o Dizziness 7 (5.0) 17 (12.6) 29 (21.3)
127 (92.7%) respectively. 235 , 20%
STEP-3 . . € © *
STEP-2 . Se&oRu?gfﬁ%szand TEAEs leading to death were not reported 2o 1 Table 2: ORAEs in 2 5% of subjects in any treatment group in
STEP-1 Obpioi N Vik- Uz group. - n herniorrhaph
- pioid 5 erniorrnaphy
- Opioid analgesic  Opioid related AEs (ORAE) were least for MR-107A-02 (16.1%) 0 - 0% - MRA0TA0Y  Placeb
I:%r;-lgzlsg::d analgesic _ compared to placebo (16.9%) and tramadol (46.0%). The most MR-107A-02 Placebo s aceno Adverse MR-107A-02 Placebo Tramadol
Oxycodone Sulllzgct);ﬁc":; to common ORAEs are depicted in Table 1. Note: LSGMR, least squares geometric mean ratio events N (%) N (%) N (%)
Acetaminophen omg, IR 2 mg* Constipation 37 (16.1) 51 (22.5) 40 (34.8)
1g orally Figure 3: Opioid sparing effect of MR-107A-02 vs placebo in
: - Nausea 22 (9.6 23 (10.1 22 (19.1
*Morphine sulfate was only allowed within the first 4 hours after the first HERNIORRHAPHY herniorrhaphy- Full analysis set o 56 ( ) ( )
dose. . MR-107A-02 demonstrated: Vomiting 6 (2.6) 5(2.2) 6 (5.2)
- Study design: Randomized, doqble-blind, placebo- and active- . 14% more opioid-free subjects and 37% lower mean . A =14.4%, p = 0.001 Pruritus 11 (4.8) 13 (5.7) 7 (6.1)
controlled, parallel group, multi-center study. number of opioid doses vs. placebo (Figure 3). _ 0% | | | Nizziness 17 (7.4) 15 (6.6) 15 (13.0)
. . L .. . . o | _
" over 048 hours (SPIB,.0) based on nmeric rating scale o res + Longest median time (hours) to first opioid or any rescue B 8 7 (0,415, 0.939)
(NRS-R; bunionectom;eff)r NRS with activity (N RS-E; medication vs. placebo and tramadol groups. i’ .5 6 A = 038 s _ CONCLUSIONS
herniorrhaphy) for « The comparison of endpoints (the number and proportion of T o p=0.023 °x 60% - [ o o
MR-107A.02 ve blacebo subjects) between MR-107A-02 vs. placebo and tramadol S35 3 O w * MR-107A-02 15 mg BID demonstrated a significant opioid-
f P ' ’ i o both £ exhibited: " 2 . | | | g&’_,‘ sparing effect across both studies.
« Safety assessments were conducted throughout both the 3 ) 2 100 .
studigs S » Opioid rescue: 65 (28.3%) vs. 93 (41.0%) and 36 (31.3%). a % %5’, 40% « Compared to placebo, MR-107A-02 resulted in the lower mean
. - 2 S0 L .
« The opioid-sparing effects of MR-107A-02,15 mg BID tablets * Any rescue medication: 128 (55.7%) vs. 173 (76.2%) ana ; o ’ g-'-qt) Peli/vn;tr)eszg}ce(z:?slorléjqi??i:w(;rsaunc% rr?wsecclljiiarggglscatlon foses and
I . y o P = .
were assessed in comparison to both placebo and tramadol, 76 (66.1%) respectively. £ 5 2 ~ om . Notablv. 57% and 73% of the subiects in the MR-107A.02
50 meo OID tabl . o . . . S5 o otably, 57% an o of the subjects in the MR- -02 group
g QID tablets for the following endpoints: Serious TEAEs and TEAEs leading to death were not reported > 0O Sid-free in the buni 4 herniorrhanh
. . with MR-107A-02. ORAE were least in MR-107A-02 group 5 we:je oprotg-iTes |n|t € bunionectomy and herniorrhaphy
« Mean number of opioid (oxycodone and/or morphine ' ' '
doses. P (OXy P ) (19.1%) compared to placebo (26.0%) and tramadol (33.9%). 0 . 73 studies, respectively.
: . : The most common ORAEs are dePiCtEd in Table 2. MR-107A-02 Placebo MR-107A-02 Placebo Funding: This study was funded by Viatris.
« Proportion of opioid free subjects. Clinical Trial Identifier: NCT06215820 (Bunionectomy); NCT06215859 (Herniorrhaphy)
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