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OBJECTIVES 

Anti-obesity medications are prescribed in less than 2% of people with overweight or obesity in the US mainly due 
to concerns about the safety or tolerability of existing medications. There is a need for alternative treatments that 
can induce clinically relevant weight loss, with no increased safety risk, especially in people with type 2 diabetes 
(T2D) since they typically face increased challenges losing weight and have higher risk of comorbidities. 

 

MATERIALS-METHODS 

LIGHT-UP (NCT03058029), a multicenter, double-blind, randomized, placebo-controlled study, assessed the 
effects of Gelesis200, a non-systemic, investigational superabsorbent hydrogel, in people with a body mass index 
(BMI) between 27 and 40 kg/m2, with prediabetes (PD) or T2D (untreated or treated) over 25 weeks. 
 
Participants were randomized to 2.10 g of Gelesis200 or placebo in capsules taken with water 10 minutes before 
lunch and dinner while given advice to support a 300 kcal/day energy-deficit diet with moderate-intensity physical 
activity (Figure 1). 
 
This report provides a comprehensive analysis of the safety and tolerability data of the LIGHT-UP study. The 
assessments were made by recording treatment-emergent adverse events (TEAEs) and serious TEAEs, and 
monitoring results from physical examination, vital signs, and fasting laboratory tests, including hematology, blood 
chemistry, and serum vitamins. 
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Figure 1 

 
Gelesis200 hydrogel in the gastrointestinal tract.  

RESULTS 

The intention-to-treat population included 254 adults (males 40.2%, females 59.8%, mean age 49.6 years, mean 
BMI 34.7 kg/m2, PD 50.8%, untreated T2D 4.3%, treated T2D 44.9%) from 36 investigational sites in Europe and 
North America (Table 1). 
 
Gelesis200 demonstrated a significant superiority over placebo in terms of weight loss. 
 
The overall incidence and severity of TEAEs was similar between the 2 arms (62.7% vs. 62.2%, with Gelesis200 
vs. placebo, respectively) and 95% of all TEAEs in the Gelesis200 arm were mild or moderate in intensity (Tables 
2 and 3). The only difference was observed for the system organ class of gastrointestinal disorders where the 
incidence of constipation was higher with Gelesis200 vs. placebo (14.3% vs. 3.9%) but with no severe cases 
(Table 4). The incidence of gastrointestinal-related TEAEs over time with Gelesis200 is reported in Figure 2. The 
incidence of study treatment discontinuation due to TEAEs was 1.6% in both arms. Serious TEAEs were observed 
in 4.0% and 1.6% of participants on Gelesis200 and placebo, respectively, with no deaths (Table 2). All serious 
TEAEs were considered unrelated to the investigational product. 
 
No relevant differences in physical examination, vital signs, hematology, blood chemistry (including serum sodium, 
potassium, calcium, and magnesium), and serum vitamins (vitamins A, B1, B2, B6, B9, B12, D, and E) were 
observed between the 2 arms. 

 



Table 1 

 
Baseline characteristics of the intention-to-treat population. 

 

Table 2 

 
Overall characteristics of the TEAEs in the safety population. 

 



Table 3 

 
Most common TEAEs by system organ class in the safety population. 

 

Table 4 

 
Most common gastrointestinal TEAEs in the safety population. 

 



Figure 2 

 
Incidence of gastrointestinal-related TEAEs over time in Gelesis200 arm.  

CONCLUSIONS 

In the LIGHT-UP study, Gelesis200 demonstrated similar safety and tolerability compared to placebo in people 
with PD or T2D with overweight or obesity. 

 


