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Sponsor 

Novartis Pharmaceuticals 

Generic Drug Name 

 

Indacaterol acetate, Glycopyrronium bromide and Mometasone furoate (IND/GLY/MF) 

inhaled corticosteroid/long-acting β2 sympathomimetic/long acting muscarinic receptor antagonist (ICS+LABA+LAMA) 
fixed-dose combination (FDC) 

Trial Indication(s) 

Asthma 

Protocol Number 

CQVM149BDE01 

Protocol Title 

Digital Adherence Monitoring of Inhalative Therapy in Real- Life Conditions 

Clinical Trial Phase 

Full development 

Phase of Drug Development 

Phase IV 
 

Study Start/End Dates   

Study Start Date: December 17, 2020 (Actual) 
Primary Completion Date: January 20, 2023 (Actual) 
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Study Completion Date: January 20, 2023 (Actual) 

Reason for Termination (If applicable) 

Not applicable 

 

Study Design/Methodology 

This study was designed as a non-interventional, multicenter, open-label, two-arm observational study for asthma 
patients. The study consisted of an observation phase in which patients were observed for 6 months. Patients treated with 

either MF/IND/GLY FDC in combination with an inhalation tracking sensor or with any other ICS+LABA+LAMA FDC 
approved for the treatment of asthma according to summary of product characteristics (SPC) were observed. Patients 
who were switched to one of the two therapy options at the time of the Baseline visit was documented to describe the 

potential benefit of escalating or switching therapy at the time of documentation start in terms of adherence and clinical 
course. The frequency of patient visits was at the discretion of the treating physician. 

Centers 

Germany(26) 

 

Objectives: 

Primary objective 

The primary objective of this NIS was to describe the change in asthma control after 6 months from baseline under 
treatment with MF/IND/GLY in combination with the sensor system for inhalation tracking or under real life conditions with 
any other ICS+LABA+LAMA FDC. 

 
Secondary Objectives 
To describe the relationship between treatment with mometasone furoroate/indacaterol/ glycopyrronium (MF/IND/GLY) in 

combination with the sensor system or treatment with any other inhaled corticosteroid/long-acting β2 
sympathomimetic/long acting muscarinic receptor antagonist (ICS+LABA+LAMA) fixed-dose combination (FDC) and 

• the reasons for the prescription of the respective therapy 
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• Adherence (to medication and to the App) 

• Asthma control 

• lung function 

under real-life conditions. 

Test Product (s), Dose(s), and Mode(s) of Administration 

 

• MF/IND/GLY Breezhaler® in combination with an electronic dose tracking system plus smartphone App and 
reminder notifications (Propeller Health Sensor System) 

• other ICS+LABA+LAMA fixed-dose combination  

Statistical Methods  

 
The data was statistically analyzed with SAS® software. All parameters documented within this NIS were evaluated using 
appropriate statistical methods and reported. Analysis was based on epidemiological methods and all analysis were 

purely descriptive. This includes CIs or p-values, if provided. Due to the explorative nature of the analysis no alpha 
adjustment for multiple comparisons was performed. 
 

Variables that are at least interval scaled were analyzed and presented in tabular form with sample statistics (number of 
valid values, minimum, maximum, 1st quartile, 3rd quartile, median, mean and standard deviation). 
 

Variables that are nominal or ordinal scaled were analyzed and presented with absolute and relative frequencies. 
A propensity score (PS) model was used to estimate the change in Asthma Control Test (ACT) score at 6 months 
compared to Baseline in the two treatment groups (MF/IND/GLY in combination with the sensor system and 

ICS+LABA+LAMA FDC). The PS was estimated based on a logistic PS model using the Baseline characteristics for all 
patients in the Analysis Set. Patients with missing data in covariates were excluded. 
The treatment effect (change in ACT score at 6 months compared to Baseline) in both treatment groups was compared 

using Inverse Probability of Treatment Weighting (IPTW) using PS (no matching) and Prospensity Score Matching (PSM). 
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For adverse events, incidences are reported based on the included patient population by MedDRA System Organ Class 
and Preferred Term for adverse events (AEs), serious adverse events (SAEs), adverse drug reactions (ADRs), and 
serious adverse drug reactions. 

Study Population: Key Inclusion/Exclusion Criteria  
Inclusion Criteria: 

To participate in the study, all of the following inclusion criteria must be met: 
1. Patients (m/f/d) at the age of ≥18 
2. Written declaration of consent 

3. Asthma diagnosis according to German Asthma Guideline NVL, 4th edition 
4. Suitability for a therapy with MF/IND/GLY in combination with the sensor system or another ICS+LABA+LAMA FDC 
according to SPC 

5. At least 6 months of inhaled therapy with ICS+LABA (high dose) or ICS+LABA+LAMA (medium or high dose) before 
switching or escalating asthma medication at baseline 
6. Change or escalation of the asthma medication to MF/IND/GLY in combination with the sensor system or another 

ICS+LABA+LAMA FDC according to the therapy decision of the treating physician 
7. Availability of at least one ACT value of the last 6 months before consent 
8. Cohort treated with MF/IND/GLY in combination with the sensor system 

-  Owning an Android or iOS smartphone or tablet on which the app can be installed (via 
WiFi or mobile data network) and run (requires about 75 megabytes of storage space) 
and which is capable of establishing a Bluetooth connection to the sensor The patient 

must agree to activate the app, the Bluetooth connection and the mobile data connection regularly (at least once a 
month). 
- Availability of an e-mail address 

 
Exclusion Criteria: 
To participate in the study, none of the following exclusion criteria must apply: 

1. Use of a digital inhaler-coupled inhalation tracking system to support adherence in the last 3 months prior to study entry 
2. Simultaneous participation in an interventional study or in another Novartis-sponsored noninterventional study 
3. Asthma therapy with a biological agent, if not stable at the same dosage for at least 3 months 
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Participant Flow Table 
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Baseline Characteristics  
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Primary Outcome Result(s)  

 

1. Change from Baseline in asthma control test (ACT) score  
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Secondary Outcome Result(s) 

 

1. Description of reasons for prescribing MF/IND/GLY plus sensor or triple FDC as indicated by the physician 
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2. Description of patient characteristics at baseline 

 

Please see baseline characteristics section  

 

3. Percentage of patients showing an improvement in self-reported test adherence to inhalers (TAI) questionnaire 
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4. Course of adherence 
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5. Percentage of days with adherence to treatment in the subgroup receiving MF/IND/GLY plus sensor 
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6. Clinically relevant improvement in ACT score: Proportion of patients showing clinically relevant improvement in ACT score of 

3 points at 6 months 

 

7. Percentage of patients with an ACT score <19 

Please see table above (Table 10-19) 
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8. Course of lung function trough Forced Expiratory Volume in one second (FEV1) 
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9. Course of forced vital capacity (FVC) 
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10. Adverse events 

Please see the safety section 
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Other Pre-Specified Outcome Result(s) 

No data identified. 

Post-Hoc Outcome Result(s) 

No data identified. 

 

 

 

 

 

 

 

 

 

 

Safety Results 
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All-Cause Mortality 

There was no death in this study. 

 

 

 

 

 

Serious Adverse Events 
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Other Relevant Findings 

Not applicable 

Conclusion: 

 
Overall, this NIS provides useful data on asthma control under treatment with MF/IND/GLY in combination with the sensor 

system for inhalation tracking or with any other ICS+LABA+LAMA FDC in real life conditions . Improvement in asthma 
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control was achieved at 6 months in both study groups with higher mean change in ACT score and adherence was 
observed in ICS+LABA+LAMA FDC group compared to MF/IND/GLY group. Similar results were observed when the 

change in ACT score and adherence was analyzed by subgroups. This study also supports the potential benefit of sensor 

system which shows higher adherence through inhalation tracking, reminder notifications, and patient activation.  

Date of Clinical Trial Report 

12 Sep 2023 


