294.P Effectiveness and Safety of iGlarLixi in People with Type 2 Diabetes (PwT2D), Not at Target on Basal Insulin
(Bl) and Oral Antidiabetic Therapy (BOT)—Results from the Observational, Prospective Study CHANCE -posier can

the QR code

ADA 2023

June 23-26 Tobias Wiesner', Martin Pfohl?, Katrin Pegelow?, Julia Miiller?, Jochen Seufert*

San Diego, CA '"Medical Care Center Metabolic Medicine Leipzig, Leipzig, Germany; “Medical Clinic |, Evang. Bethesda-Hospital Duisburg, Duisburg, Germany; 3Sanofi, Berlin, Germany; A
4Division of Endocrinology and Diabetology, Department of Medicine Il, Medical Center — University of Freiburg, Faculty of Medicine, Freiburg, Germany

INTRODUCTION ' Table 1: Demographics and baseline characteristics | | Figure 4: HbA,. change from baseline Table 2: Body weight change from baseline RESULTS
. . . 12 k : : :
- In suboptimal controlled PWT2D on a BOT regimen, inten- FAS FGM SMBG WeeKs 24 weeks FAS FGM SMBG - Previous basal insulin dose was [mean (SD)] 38.7
P J n=70 n=20 n=50 QRS n=68  n=20 n = 48
sifying to the fixed-ratio combination (FRC) insulin glar- S (9.6) U/d (FAS), 40.8 (10.9) U/d (FGM) and 37.8 (8.9) U/d
gine 100 U/m_L plus .Iixisenatide 33 Hg/mL (iGlarLixi 1.00/ Age, years 64.6(9.5) 60.3(7.9) 66.4(9.6) Baseline,% 8.5(0.8) 8.4(0.8) 8.6(0.9) "g’, Afte:r( 24k 1201163 1202256 12010.28 (SMBG). iGlarLixi was started as per European Medicines
33) may provide a simple and effective treatment option to Male, [n (%)] 42(60.0) 12(60.0) 30 (60.0) 8 5 - weeks, kg (21.6) (22.8) (21.2) Agency label for the (30-60) pen at 30 dose steps (DS);
improve _glycemic_ cc_)ntro_l vs BOT' or other inte.nsification 04 3 07 0 105 AfteL120/ 7.9(0.8) 8.0(0.9) 7.9(0.8) t—;_, 0. 45 Weight 3.0 45 23 do_se increased significantly by 11.1 DS after 24 weeks
options like premix insulin? or basal-bolus? regimens. Weight, kg (22 5) (23 '1) (22 '4) WeeKs, 7o < -0.64* 0.71* .o_7o*O ; change',kg (-4.8,-1.1) (-7.3,-1.6) (-4.7,-0.0) (Figure 7)
. . : : : : o -0.74~ -0.76* . . .
* In current guidelines, use of FRCs is recommended.*> ) After 240 7.7(0.8) 7.8(0.9) 7.7(07) T-1.0- p-value 0.002 0.004 0.049  HbA,, (Figure 4), FPG (Figure 6) and body weight
. . . . BMI, kg/m 35.1(7.2) 35.8(7.6) 34.8(7.0) weeks, % # 68 20 48 68 20 48 N
« Efficacy and safety of intensifying from a BOT setting to RFAS CEGM 2 SMBG Dt <5 niess oo . T (Table 2) decreased significantly after 12 and 24 weeks.
(ClarLixi was assessed in the phase 3 study LixiLan-L. Puration 12D, years  12.3(6.7) 143(83) 11.6(6:0) || oo marn (501 e oo pores s 5 <0001, » <0006 5.l i s FO. o g oo oA sod | | it xpre s G, conterc e P45 lmaipis st Gl tsh | |« TIR increased and dTAR decreased, both significantly,
However, prospective data assessments on translation of FPG*. maldL 174.3 159.3 180.6 — e — — : after 24 weeks (all p < 0.05; Figure 5A). FGM data in a
these tnal results into daily clinical practice are still rare. (44.6) (27-3) (49.0) Figure 5A: Derived time in range (dTIR) from 7-point blood glucose daily profiles’ : Figure 5B: Time in rangeT (TIR) subgroup of patients showed similar patterns for TIR and
HbA,.**, % 8.5(0.8) 8.4 (0.8) 8.6 (0.9) - TAR and a reduction in TBR (p = 0.007; Figure 5B).
— FAS SMBG FGM - FGM : : D g
OBJECTIVE Indiv. target HbA,_, % 6.9(0.4) 6.9(0.5)  7.0(0.3) 2 400 - 100 - 100 - = 100 - - Hypoglycemia events did not change significantly and
> > were low in number (Table 3). No severe hypoglycemia
¥ = ata are mean , unless otherwise specified. * Self-measured fasting plasma glucose; ** Last value © 240 226
The CHANCE StUdy_ was (.:Ol:ldUCted. to ass_ess effi \?vit:]in Iast3mo§1?r?s). BI\/:I, bodg]massingex;fF:S, filllfanalysis sgt;fFCt;Mg, 1fl)lash glugc,:lose monitlcgrin;; | O 75 . 38.4 75 - (5 - g 75 - 36.5 e reqUiring outside assistance was repOrted.
cacy and safety of |ntens|fy|ng antiglycemic treat- ZP(IS,tfasj[inSgM;I)BIgsmaI?Iucose; Hdbﬁ;c, glycl‘,ated h.e_lr_nzngl?bin /;15;_ irtlditv., individual; SD, standard g,- 99.7 2
ment to iGlarLixi 100/33 in PwT2D, suboptimal con- ’ ’ — = ' @ 50 - 50 - 50 - o 50 -
. . . = . = . . E 25 - 25 - 25 - S 25 -
tlmepomt of iGlarLixi 100/33 administration (B) p = | o | | o
E 0- _ 0 - 0 - € O- . . * Treatment intensification from a BOT regimen to iGlarLixi
METHODS - BL 12w 24w 12 w 24 w 12w 24w = BL 12w 24w significantly improved HbA,. and FPG levels, leading to
i 34 29 25 # 25 22 17 # 9 7 8 E # 20 17 16 recommended’ dTIR/TIR >70% and dTBR/TBR < 4%,
L s 5 A respectively, as well as dTAR/TAR around 25%
. . . . . . _ iy . . 6 . . . . . . , 0.
.+ Prospective observational multicenter trial in PwT2D in e s B oo 1o e 138 w45 e, . s O o B o, UG, s o o e e o g0 || R ; et ooy e
primary care (general praCtitionerS, Internists and diabe- (> 180 mg/dL); TBR, time below range (< 70 mg/dL); TIR, time in range (70-180 mg/dL). y(l::l)Og ycer:.“a Wbere seliaom repho e ,I pro a Y U? O
- _ _ _ o _ underreporting, because more hypoglycemic events were
tO|OgIStS? aII over Germany. P.WTZD. were en.rollled after mIDet mGla-100 ®Gla-300 ®IDeg mbefore breakfast mbefore lunch F|gure 6: FPG change from baseline Table 3: Patients at individualized HbA1c seen from EGM readinas
the physician had decided to intensify an existing BOT to before dinner ———————————————————— | | target (Tab. 1) and at FPG target £110 mg/dL gs.
IGlarLixi 100/33 due to suboptimal glycemic control Data are % of full analysis set population (n = 70); one value missing for (B). Gla-100, insulin glargine FGM SMBG 12 weeks 24 weeks e e .- * This is the first study reporting on real world use of iGlar-
. . ] 100 U/mL; Gla-300, insulin glargine 300 U/mL; IDeg, insulin degludec; IDet, insulin detemir; iGlarLixi j C e . 0 . .
(HbA1C at baseline [BL] 7.5-1 O%), Independent of inclu- 100/33, insulin glargine 100 U/mL + lixisenatide 33 pg/mL. n=20 n =48 S 0 - HI:')A1c at FGM SMBG Lixi In Germany with 29% of PwT2D using FGM devices.
sion of the patient into this study, after informed consent. _ — _ Baseline, 174 .3 159 3 180.6 2 10 - indiv. target = n=20 n =350 Limitations are its non-randomized, single arm design,
o Primary endpoint: absolute Change in HbA1C (%) from BL Flgl:rﬁ SBoraﬂI: an:ltlzdlabe:c dCrug léseftat BZIZ (A)! la(t 5 mg/dL (44.6) (27.3) (49.0) g 20 - 0-12 weeks 8 (11.4) 2 (10.0) 6 (12.0) which mlght have Ied to bias from unknown con-founders
until approx. 12 and 24 weeks, respectively. w After 12 1471 1422 1493 £ 17.2 s 0-24weeks  12(17.1)  4(20.0)  8(16.0) and to selection bias.
. Secondary endpoints: include changes from BL in FPG, BL (n = 70) B At switch (n=70) weeks, mg/dL  (36.5)  (30.5)  (39.0) 5 30 - o7 ¥ ' FPG at target
7-point blood glucose profiles, body weight, iGlarLixi dose 13.2 After 24 1414 1390 1425 O 40 - 823" 3290 <110 mg/dL = = CONCLUSION
. . . . . LL - .
and body mass index (BMI), proportion of patients at indi- weeks, mg/dL  (34.1)  (26.3)  (37.2) s s o0 a5 o 1o 4 0-12 weeks 15(21.4) 5(25.0) 10 (20.0) Intensifying antiglycemic treatment from a BOT
vidualized, prespecified HbA,. and FPG target <110 mg/ BFAS =FGM =SMBG . : . : :
. . 0-24 weeks 21(30.0) 5(25.0) 16(32.0) regimen to iGlarLixi 100/33 in suboptimal controlled
dL’ hypoglycemla InCIdence and rateS, BL preVIOUS BI 49.3 Data are mean (SD); values of 3 patients are missing after 12 weeks, values of 5 patients are missing after 24 weeks in groups FAS and SMBG. p-value P T2D . d I I . I . " d .
doseS and Safet after ) rOXimatel 12 and 24 WeekS calculated for paired t-test. * p < 0.001; * p = 0.050; £ p = 0.010. FAS, full analysis set; FGM, flash glucose monitoring; FPG, fasting plasma glucose; Data are n (%). FAS, full analysis set; FGM, flash glucose monitoring; FPG, fasting w In al y clinica PraCtlce aliowe Patlents to
) y pp y " SD, standard deviation; SMBG, self-measured blood glucose. plasma glucose; HbA,., glycated hemoglobin A,.; SMBG, self-measured blood glucose. reaCh glycemic target ranges Wlth no increased

 In addition, a subgroup using flash glucose monitorin : :
’ Jrotip using J . J 12 Weeks (n = 52) D 24 weeks (n = 59) Fi 7. iGlarLixi d h f baseli Table 4: H lveemi nts (r ted hypoglycemia and favorable body weight change.
(FGM) was evaluated for time in range (TIR), time above 24 1 igure /. 1GlarLixi aose change rrom baseline able 4: Hypoglycemia events (reported)
range TAR and t|me be|OW range TBR res eCtIV6| . : + CHANCE: A prospective observational study to assess glycaemic Control by intensifying therapy witH iGlarLixi in the Suliqua®
_g ( ] ) g ( )’ p y FAS FGM SMBG 12 weeks 24 weeks ADA level 1 FAS, n =67 FGM, n=19 SMBG, n =48 (30-60) pen in dAily practice in patieNts with type 2 diabetes whose blood sugar is not adequately Controlled on basal insulin and
« Patients with self-measured blood glucose (SMBG) were = = = w L oral antidiabetic thErapy (BOT)
. J ( ) N=70 n=20 n=50 puurees BL incidence’, % 4.5(0.9,12.5) 53(0.1,26.0) 4.2 (0.5, 14.3) REFERENCES
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