
• There was a difference in the magnitude of FeNO reduction and the treatment effect of  
GB001 relative to placebo on FeNO reduction at Day 28 for subjects with high ppb)  
versus low ppb) baseline FeNO.

• FeNO, in addition to Eos, may be a useful prognostic marker as well as a predictive marker for 
treatment response to GB001.

• Studies are ongoing to confirm these findings.  
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• GB001 demonstrated greater numeric reductions in ACQ-7 and FeNO relative to placebo in 
the high baseline FeNO subgroup compared to the low baseline FeNO subgroup, but not in 
the high baseline Eos subgroup compared to the low baseline Eos subgroup (Table 2).

Figure 1. Number (%) of subjects in the high baseline FeNO and Eos subgroups

Figure 2. Mean reduction in FeNO at Day 28 by low and high baseline FeNO subgroups and  
in the overall population

• Asthma is a heterogeneous condition characterized by related  
to specific biomarkers that may predict therapeutic response in selected patient populations.¹  
Blood eosinophils (Eos) and fractional exhaled nitric oxide (FeNO) measurement can facilitate  
identification of patients exhibiting Type 2 mediated airway inflammation.² FeNO has been  
investigated as a surrogate marker of airway inflammation which is closely associated with  
eosinophilic inflammation.³ Both FeNO and Eos could serve as prognostic markers of airway  
inflammation and severity, as well as predictive biomarkers of treatment

• Prostaglandin D2 is a G-protein-coupled receptor selectively expressed by Type 2 T  
lymphocytes (Th2), eosinophils, basophils and Type 2 innate lymphoid cells (ILC2s). DP2  
signaling promotes the recruitment and activation of eosinophils and basophils and stimulates  
Th2 cells and ILC2 cells to release Type 2 cytokines including IL-4, IL- - leading to  
the development, amplification and persistence of Type 2

• Asthmatic patients with high ppb) and high cells
reported to have increased prostaglandin D2 Asthmatic patients with both high FeNO  
levels and high Eos compared with those with low levels of both had significantly increased 
PGD2 and CRTH2 mRNA levels.

• GB001 (formerly ADC ) is a potent and highly selective oral DP2 antagonist being
developed as a once daily oral add-on maintenance treatment for moderate to severe
eosinophilic asthma.

• In a Phase 2 randomized, placebo-controlled, double-blind, parallel group study, thirty-six
subjects with mild to moderate, partly controlled atopic asthma receiving a total daily dose
of fluticasone propionate mcg or equivalent were randomized in a 2:1 ratio to GB001

placebo once daily for 28 days. Safety and other markers of asthma 
control were assessed.

• FeNO was collected at baseline and Day 28, using an chemiluminescence-based  
analyzer, in accordance with recommendations, at a target constant flow rate of

Subjects refrained from for 1 hour before measurement.

• Peripheral Eos were assessed at Day 1 (pre-treatment) and from 
the differential cell counts performed as part of the routine hematology testing.

• Baseline demographic and clinical characteristics and clinical outcomes and biomarkers were  
analyzed by baseline ppb) subgroups.

The objective of this post-hoc analysis 
submitted), was to evaluate FeNO and Eos as baseline markers and to evaluate their impact on 
clinical outcomes following administration of GB001 or placebo over 28 days in patients with  
partially controlled asthma.

• Baseline demographic and clinical characteristics evaluated by biomarker subgroups were
generally similar in the low and high baseline 
and in the low and high Eos 11 except for 
total IgE and rescue medication (Table 1). While lung function was normal in the majority of the 
subjects, FEV1 was slightly lower in the high baseline FeNO and Eos subgroups.

• high baseline FeNO, while a total of 11 
had high baseline Eos (Figure 1 both high baseline FeNO 
and Eos.  There was a weak correlation between baseline FeNO and Eos

• There was a greater proportion of GB001-treated subjects with a decrease from baseline in 
FeNO > 10 ppb at Day 28 (or > decrease if baseline FeNO was > ppb) relative to 
placebo 

• In the overall population, GB001 demonstrated slightly greater mean reductions in FeNO  
at Day 28 relative to placebo (mean [SE]: [2.82] vs However, FeNO  
reduction was greater in magnitude and treatment effect in the high versus low baseline  
FeNO subgroup (Figure 2).

• The most common treatment-emergent adverse event (TEAE) was headache (11 
GB001 vs placebo, respectively). There were no serious TEAEs, severe  

TEAEs, or TEAEs leading to study drug discontinuation.
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Percentages are based on the overall population subjects (not shown) had both low baseline FeNO and Eos.

Table 2. Difference (95% CI) in mean change from baseline for GB001 vs Placebo in clinical  
outcomes and biomarkers by low and high baseline biomarker subgroups and the overall  
population

Outcome/Biomarker*

Low
FeNO

(< 35 ppb) 
(N=22)

High
FeNO

ppb)
(N=14)

Low
Eosinophils

(< 250 cells/μL)
(N=25)

High
Eosinophils

cells/μL)
(N=11)

Overall 
Population

(N=36)

FEV1 (ml) (Day 2)
187

(-42, (-170, (- (-
184

(-

FEV1 (ml) (Day 28) (-184,
207

(-
104

(- (-422,
102

(-110,

FEV1 predicted
0.8

(-4.8, (- 18.2) (- (- (-2.2,

ACQ-7 score
0.02

(-0.42,
-

(-
-

(- 0.40) (-
-

(-0.40,

Rescue medication (puffs)  
during Days 22 to 28 (- 1.01)

-0.08
(-

0.17
(-

-0.07
(-1.22, 1.08)

0.10
(-0.41,

FeNO (ppb)
-

(-
-

(- 2.72)
-

(- (-
-4.47

(- 4.77)

Blood eosinophils
24

(-44,
82

(- 280)
7

(-42, (-20, (-

ACQ- Control Questionnaire, 7-item; CI, confidence interval; FeNO, fractional exhaled nitric oxide; FEV1 forced expiratory volume in one second.  
Note: Differences in mean change from baseline and CIs calculated using two-sample t-tests and assuming equal variances in both treatment groups.
* All outcomes were assessed at end of treatment on Day 28, except for blood eosinophils, noted.
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Table 1. Baseline demographic and clinical characteristics by low and high baseline FeNO  
and Eos subgroups and the overall study population

Characteristics
Low FeNO

(< 35 ppb)
(N=22)

High FeNO
ppb)

(N=14)

Low
Eosinophils

(< 250 cells/μL)  
(N=25)

High
Eosinophils

cells/μL)
(N=11)

Overall
Population

(N=36)

Age (years)

Male 20 10

BMI 2) 28.02 27.40

Former Smoker (27) (21) 4

Total IgE 772 (1,401)

Blood eosinophils (84) (220)

FeNO (ppb) 28.74

ACQ-7 score 0.82 (0.41) 0.84 (0.48) 0.84

Rescue medication (puffs) (1.00) 0.47

FEV1 predicted 100 (18) 100 (20)

FEV1 (ml)

body mass index; ACQ- Control Questionnaire, 7-item; fractional exhaled nitric oxide; FEV1 forced expiratory volume in one  
deviation.

Note: Values are mean (SD) for continuous parameters and for categorical parameters.

ppb
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