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Study Protocol Title: Advanced Diagnostics for Enhanced QUality of Antibiotic 

prescription in respiratory Tract infections in Emergency rooms 
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guardians and participant’s assent where age

<clinical – = 

 

 

• 
• 

protocol amendment is incorrect: <
outcome comparison for the trial.=

• 

• 
• 
• 

• 
strategy (ie <intention to treat=)
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(i.e. <intention to treat= or <treatment policy= type 
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4, and g 5) according to the points assigned to a 
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f30), mild to severe liver disease, dementia, chronic neurological c
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square test or Fisher’s exact 

 
 

<treatment policy= 
strategy for the ICE <treatment change at baseline= (akin to < =

<Treatment change at baseline=

https://www.cdc.gov/nhsn/PDFs/pscManual/11pscAURcurrent.pdf
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▪ <on treatment= strategy
• Scenario 1 (<strict=): We exclude those patients not adhering to their randomised 

• Scenario 2 (<treatment taken=): We analyse the patient groups according to the 

• 

▪ <hypothetical= strategy

for those <not appropriate= (

 
 

 

 

Primary endpoint Control Group  Intervention Group Mean difference in 

log days on antibiotic 

therapy (95% CI) 

p-value from the t-

test of the 

difference between 

log days of 

antibiotic therapy 

EP1: Days on antibiotic 

treatment (median, IQR)) 
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EP2: Days alive out of hospital 

(median, IQR)) 

    

 

 
 

 

 
 

• 
• 
• 

 
into two groups (0==1 5 days=, 1==>5 days=), and fit a (mixed effects) logistic model 

• 
• 
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CHMP, <ICH E9 (R1) addendum on estimands and sensitivity analysis in clinical trials to the 
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Baseline characteristics (n (%), median (IQR)) Control group Intervention 

group 

Age   

Sex   
Body mass index    
Standard home living status   
Previous confirmed COVID episode 

Hospitalization 

Pulmonary involvement 

ICU admission 

  

Comorbidities as defined in modified Charlson 

comorbidity index  
  

Chronic cardiac disease, including congenital heart 

disease (not hypertension) 
  

Hypertension   
Chronic Pulmonary disease (and type)   
Chronic neurological disease   
Chronic renal disease   
Liver disease and severity   
Diabetes (with and without complications)   
Connective tissue disease   
Malignancy   
HIV or AIDS   
Chronic/Repeat medication 

Inhaled corticosteroids 

Oral low dose steroids 

Oral high dose steroids 

List of other medications, including biological 

response modifiers 

  

Vaccine history 
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Clinical presentation (n (%), median (IQR)) Control group Intervention 

group 

Clinical symptoms at admission, N,% 

(and rating of severity and duration of 

complaints) 

  

Previous medication for the current episode 

 Systemic steroids 

 Oral steroids 

 Beta agonist 

 Pain or fever medication 

Previous antibiotic treatment 

  

Patient attending ER spontaneously or referred 

by general practitioner. 

  

Selected list of signs at clinical examination.   

Lung parenchyma lesions at admission  

Yes-No 

  

Diagnosis at the time of clinical decision (N, %)   

Pediatric patients 

Pneumonia 

Bronchiolitis 

Bronchitis/viral induced wheeze 

Laryngotracheitis 

Influenza like illness 

  

Clinical decision   
Antibiotic treatment Yes –No % 

Interval time between admission and prescription 
  

Hospitalization Yes-N %   
Suspected etiology at time of clinical decision 

Bacterial 

Viral 

Undecided 

  

Final diagnosis at end of study 

ICD10 codes 
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