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To do list

 Do we think it is relevant?

 How it’s made (design)

 Well done?

 Who’s in?

 Well done?

 Show me the money! (results)

 Well done?

 Say ‘yes’ (or no, or maybe) 



Goal/endpoints

Do we think it’s relevant?



Primary endpoints

 Time to clinical stability

 ≤37.8°C, HR ≤ 100/min, RR ≤ 24, systolic BP≥90, mental
status, sat ≥90%

Do we think it’s relevant?



Secundary endpoints

 Time to discharge

 Recurrence rate

 Re-admission (hospital)

 ICU admission

 Side effects corticosteroids

 Complications

 CAP scores

 Mortality

Do we think it’s relevant?



YES

Do we think it’s relevant?



 Randomised, double-blind, placebo-controlled

 Multicentre: 7 tertiary hospitals

 Switzerland

How it’s made



 ED or medical ward

 Age > 18 jaar

 CAP

 New infiltrate CXR

AND

 Symptoms (≥1)

 cough, sputum production, dyspnoea, T ≥38°C, abnormal
breathing sounds or rales, WBC > 10000 μL or < 4000 μL 

Inclusion



 No informed consent

 Active iv drug use

 Acute burns

 GI bleeding (<3 months)

 Adrenal insufficiency

 Prednisone 0.5mg/kg/day

 Pregnancy, breast feeding

 Severe immunosupression

Exclusion



 Baseline blood samples and nasal swabs

 Antibiotics according guidelines

 Computerized randomisation

 Prednisone 50mg, 7days

 Placebo, 7 days

Randomisation



 Every 12hrs during admission

 Day 1, 3, 5, 7 and prior to discharge

 Procalcitonine, CRP, WBC, glucose

 follow-up by telephone on day 30 

 infections, recurrent pneumonia, re-admission, new 
onset DM or insulin dependence, new onset 
hypertension

Follow up



YES

Do we think it’s relevant?



1. Was the intervention randomised? 

Well done?



1. Was the intervention randomised? YES

Eligible patients were randomly assigned (1:1 ratio) to receive 
either 50 mg of prednisone or placebo daily for 7 days. 

Randomisation was done with variable block sizes of four to six 
and patients were stratified at the time of study entry by study 

centre.

Well done?



2. Includer blinded to randomisation?

Well done?



2. Includer blinded to randomisation

Yes

‘Patients, treating physicians, investigators, and data assessors were 
masked to treatment allocation.’

How good is good?



3. Were patients and physicians blinded?

Well done?



3. Were patients and physicians blinded?

Yes

Well done?



4. Were the investigators/data assessors blinded?

Well done?



4. Were the investigators/data assessors blinded?

Yes/no

‘Patients, treating physicians, investigators, and data assessors 
were masked to treatment allocation.’

‘corticosteroid-induced hyperglycaemia might have led to 
unblinding in some patients.’

Well done?



Who’s in?



5. Were the groups balanced?

Who is in?



Who’s in?



5. Were the groups balanced?

Yes

‘Baseline characteristics of the two groups were well 
balanced.’

Who is in?



Show me the money!







Show me the money!

 Shortens time to clinical
stability (1.4 d)

 Earlier discharge (1d)

 Shortens time of iv 
antibiotics (1d)

 Less complications? 
(p0.52)

 Adverse events

 Hyperglycaemia



6. Loss to follow-up?

Well done?



6. Loss to follow-up?

Yes/No

Well done?



7. Intention to treat analysis?

Yes/No

Well done?



8. Are the groups treated/followed up the same?

Well done?



8. Are the groups treated the same?

Yes

Well done?



9. Publication bias/selective publication excluded?

Well done?



9. Publication bias/selective publication excluded?
Yes?

Well done?



10. Influence of funding excluded

Yes

‘The funder of the study had no role in study design, data 
collection, data analysis, data interpretation, or writing of the 

report.’

Well done?



 Primary endpoints

 Time to stability

 Influence prednisolon (BP)

 Mortality low (power)

 Insulinetherapy vs 1 d earlier discharge

 Lower severity than previous studies

 Only admitted CAP

Discussion



 Good study

 Some shortcomings

 Consider in case of CAP

 Depend it on risk on hyperglycaemia

Say yes (or no, or maybe)





Validiteit



T-toets (of Student t-toets)

 Twee groepen vergelijken (independent samples t-test)

 1 groep 2 momenten vergelijken (paired samples t-test)

 1 groep vergelijken gemiddelde (one sample t-test)

 Nul hypothese 

 Betrouwbaarheidsinterval 

 Normale verdeelde grootheid

Statistiek



Statistiek


