Risk of malnutrition in patients with systemic sclerosis-associated interstitial lung disease (SSc-ILD):
further analyses of the SENSCIS trial
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INTRODUCTION

RESULTS

In patients with SSc, gastrointestinal manifestations and reduced functional ability are associated with an increased risk of weight loss and
malnutrition.*?

Table 1. Baseline characteristics

Figure. Risk of malnutrition at weeks 12, 24, 36 and 52, % of patients
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DLco 30-89% predicted. Patients taking prednisone <10 mg/day and/or stable therapy with mycophenolate or methotrexate for =6 months were Mean FVC % predicted 12.4 12.7 251 52 52 5.4 260
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- Patients were randomised to receive nintedanib 150 mg bid or placebo. Dose reductions to 100 mg bid and treatment interruptions were allowed to
manage adverse events. Mean DLco % predicted™ 52.9 53.2 : : : : : : .\
We calculated modified MUST baseli q ks 12. 24 36 and 52. Baseline MUST based solel BMI - MUST scores suggested that 74.0% and 78.1% of patients in the nintedanib and placebo groups, respectively, were at low risk of malnutrition
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Based on height at screening, and weight week 24 vs week 12 week 36 ve week 24 If the patient had any serious adverse event o Table 3. Risk of malnutrition at baseline and at last assessment, n (%) of patients
at weeks 12, 24, 36 and 52 ’ ’ that led to hospitalisation between weight
week 52 vs week 36 : o
] assessments and received =1 medication Nintedanib
BMI Score Weight loss Score from the WHO classification code for Predisposition to intestinal events, %" 39.9 39.6
>20 kg/m? 0 <5% 0 “solutions foy parenteral nutrition” fo.r .
18.5-20 kg/m? 1 5-10% 1 =5 days (of which =1 day overlapped with . . o Low Medium High Total
) o the serious adverse event) = score of 2 *Corrected for haemoglobin; 7 subjects had missing DLco values. ° °
\_ <18.5 kg/m 2 Y, \_ >10% 2 Y, \_ ) tHistory of and/or presence at baseline of diarrhoea, bloating, constipation, or incontinence.
Low . 213 (74.0) 1(0.3) 0 214 (74.3) .
o Medium 31(10.8) 8 (2.8) 0 39(13.5)
4 ) Table 2. Mean modified MUST scores over 52 weeks Last . °
Scores from Steps 1 to 3 are summed” assessment High 13 (4.5) 8(2.8) 7 (2.4) 28 (9.7)
The MUST score ranges from 0 to 6: Nintedanib Placeb of risk * ’
0: low risk of malnutrition intedani aLeno Missing . 7 (2.4) 0 0 7(2.4) .
1: medium risk of malnutrition
Mean (SD) Mean (SD)
~2: high risk of malnutrition n analysed score n analysed score Total . 264 (91.7) 17 (5.9) 7 (2.4) 288 (100) .
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*In case of missing data, scores were only included if the sum of the available scores was =2. Placebo Baseline risk
0.3(0.6) 0.2(0.5)
Low Medium High Total
@ ®
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Medium 20 (6.9) 14 (4.9) 4 (1.4) 38(13.2)
Week 36 0.4 (0.7) 0.2(0.5) ast ' '
 Inthe SENSCIS trial, scores based on a modified MUST indicated that most patients treated with nintedanib were at low risk of o B assefss.mkent High . 3(1.0) 2(0.7) 10(3.5) 15(5.2) .
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malnutrition at baseline and remained at low risk over 52 weeks. Missing 3(1.0) 0 0 3(1.0)
« The proportions of patients at high risk of malnutrition were low but were numerically greater in patients who received nintedanib 0.4(0.7) 0.2(0.6) ¢ °
than placebo. Total . 251 (87.2) 23 (8.0) 14 (4.9) 288 (100) .
« Management of disease manifestations and gastrointestinal adverse events that may be associated with weight loss is important to
reduce the risk of malnutrition in patients with SSc-ILD treated with nintedanib.
REFERENCES ACKNOWLEDGEMENTS AND DISCLOSURES A\ B h °
1. Baron M et al. ] Rheumatol 2009;36:2737-2743. 4. British Association for Parenteral and Enteral Nutrition. The SENSCIS trial was funded by Boehringer Ingelheim International GmbH (BI). The authors meet criteria for authorship as recommended by the International Committee of Oe I'll'lgEI'
2. Hvas CL et al. Clin Nutr ESPEN 2020;40:164-170. https://www.bapen.org.uk/screening-and-must/must/ Medical Journal Editors (ICMJ]E). The authors did not receive payment for the development of this poster. Editorial support and formatting assistance were provided by Elizabeth Ng of °
3. DistlerO etal. N Engl ] Med 2019;380:2518-2528. must-toolkit/the-must-itself FleishmanHillard, London, UK, which was contracted and funded by BI. Bl was given the opportunity to review the poster for medical and scientific accuracy as well as intellectual | I Ingelhelm

5. Cereda E et al. Clin Nutr 2014;33:558-561. property considerations. ERV reports grants from Corbus, Forbius and Kadmon and fees from Boehringer Ingelheim.

Poster developed for the EULAR Conference, 2021.



