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In accordance with EACCME criteria for the Accreditation of Live Educational Eventsy», please disclose whether you have or
you have not any conflict of interest with the companies:

Study medication was sponsored by: GoodLife Pharma



Recurrent weight gain after MBS 10-40%
Different causes WEIGHT LSS

How to solve this problem?
o Lifestyle modifications?
o Surgery?
o Obesity management medications
o Naltrexone/bupropion: Mysimba
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Back on Track (BOT)

Lifestyle intervention

Mult disciplinary team:

- Psychologist
- Dietitian
- Exercise therapist
- MD
Program of 22 weeks
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Multi-Center Randomized Controlled Trial
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BOT Mysimba + BOT

I 22 Weeks I

Primary Outcome
>5% Weight loss

Secondary Outcomes
- Maximal tolerated dosage
- Persistence of therapy
- Long term follow up
- Eating Behaviour
- Adverse Effects




Eligible for BOT Module

2023 — 2024
N =96
I Excluded
i > 47
49 met inclusion criteria Declined
| participation
| > 12
Inclusion AMPWR study
N =37
Randomization
Control Group
BOT Mysimba + BOT + Non MBS
N=18 N =19 N =14




Characteristic Mysimba + BOT Back on Track P-value
N=19 N=18
Age, years 48.2 £11.5 47.4 +11.9 0.854
Sex
Male (%) 3(16) 2(11) 1.000
Female (%) 16 (84) 16 (89)
BMI Primary Surgery 42.24 [39.5-43.2] 42.04 [39.4-46.9 ] 0.499
BMI at Start Study 31.5[27.8 —33.3] 30.3[29.6 — 37.8] 0.518
Comorbidities
Hypertension 4 (21) 5 (28) 0.714
OSAS 2(11) 2 (11) 1.000
Dyslipidemia 0 (0) 1(6) 0.486
Lower Joint Pain 12 (63) 6 (33) 0.070
Diabetes type 2 0 (0) 1(6) 0.486
Type of Surgery
RYGB 16 (84) 15 (83) 1.000
Sleeve Gastrectomy 3 (16) 3(17)




Mysimba + BOT
Characteristic N=19

N =15
Intention to treat®

Successful weight loss 7 (47)
(>5% TWL)

Per protocol*
Successful weight loss
Total weight loss,
percentage

5(71)
6.3 [4.0-7.8]

*Weight was measured at £+T=22

Back on Track
N=18
N=9

0 (0)

0 (0)
1.5 [-1.0 - 3.7]

P-value

0.022

0.005
0.041




Adverse Events N=19 Stopped ‘
treatment ’&
None 9 (47)
Adverse Event* 10 (53) 4 (40)
*Minor adverse events reported: nausea, dizziness, headache, constipation, abdominal bloating,
malaise.
Dosage
No. of pills No. of patients
1 1(7)
2 3 (20)
3 2 (13)
4 9 (60)

Total 15



Control Group Mysimba + BOT P-value -

Characteristic N=13 N=14
Intention to treat® C.

Corrected Bupropion 0.011 [0.007 — 0.015] 0.007 [0.006 — 0.009] 0.014

*Serum Bupropion was measured for 13 patients in control group and 13 patients in intervention

roup.
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showed a statistically significant increase in successful weight loss

bG)d Patients receiving Mysimba + Back on Track (BOT) on an adequate dosage
(>5%TWL) at 22 weeks compared to BOT

i
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As 40% of patients discontinued the medication due to side effects i
carefull patient selection and expectation management is of great
importance

Patients in the surgery group experience similar side effects as described
in patients using Mysimba without surgery. Blood plasma levels do
however show a difference, with a lower level in MBS patients.
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Questions?

Research team: G.H.J.M. Verkoulen (MD), Marijn T.F. Jense (MD), Valerie M. Monpellier
(MD, PhD), Vera M.G. Hoebregts (PharmD), Inge. H. Palm-Meinders (MD, PhD), Mark
Reinders (PharmD, PhD), Dennis R. Wong (PharmD, PhD), Jan Willem M. Greve (MD,
PhD), Evert-Jan G. Boerma (MD, PhD)

Contact details: g.verkoulen@zuyderland.nl

M EDEHTR AT

IDSE — - i
OBESITAS 1202025 Santiago | e v



 Yale Food Addiction Scale 2.0 (YFAS)

Complete cohort Mysimba + BOT Back on Track P-value
Characteristic N=37 N=19 N=18
Classification at baseline
No FA 16 (59) 10 (63) 6 (55) 0.625
Mild 3(11) 1(6.3) 2 (18)
Moderate 0 (0.0) 0 (0.0) 0 (0.0)
Severe 8 (30) 5(32) 3(27)
Missing 10 (N/A) 3 (N/A) 7 (N/A)
Classification at T=22 Complete cohort
No FA 11 (85) 7 (78) 4 (100) 0.591
Mild 0(0.0) 0(0.0) 0(0.0)
Moderate 1(7.7) 1(11) 0 (0.0)
Severe 1(7.7) 1(11) 0 (0.0)
Missing 24 (N/A) 10 (N/A) 14 (N/A)
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