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MISSION
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We prevent and fight infectious and congenital 
diseases through research, monitoring, 
diagnostics, and guidance.

Præsentationsnoter
Præsentationsnoter
Today, every child in Denmark is protected against diphtheria due to the Danish Childhood Vaccination Program. This program was introduced by Statens Serum Institut in 1951, where the vaccinations are administered by general practitioners to children under the age of 18.But Diphtheria is not the only disease we have fought against since our foundation in 1902. Since 1902, we have, among other things, developed therapeutic antisera, vaccines, bacteriological and serological diagnostic tests, epidemiological tests and we have conducted research, registered-based research, and been part of the formation of the Danish National Biobank. And we have continuously fought against different epidemics such as Tuberculosis, Polio, Tetanus, HIV, SARS, MERS and different kinds of flu.



PARADIGM SHIFT IN REAL-TIME DATA
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Many NPI’s were used in Denmark



DANMASK: Does mask wearing protect against COVID-19?

Spring 2020: 
• Expected continuous wave of SARS-CoV-2
• Need for rational NPI´s

Masks
• No tradition or recommendations to wear masks in 

public spaces in Denmark
• Expected large Danish COVID-19 wave
• Need for more evidence 

People wear masks on a street in Hong 
Kong, Friday, Jan. 24, 2020 to celebrate 
the Lunar New Year which marks the 
Year of the Rat in the Chinese zodiac. | 
Source: AP Photo / Kin Cheung(KALB)



Challenges Randomised Controlled Trial (RCT)

Design
• Funding: need for quick decision 
• Staff: great support
• Equipment: lack of masks (delay) and sampling- + 

testing equipment
• Study size versus power
• Study endpoints: serology
• Not studied: Source control
• Authority approvals:  Ethics - Data Protection
Execution
• Participant recruitment/information
• Good Danish control with the epidemic

Study period



Study design





Results



SoMe and public media storm

• Submitted to high impact medical journals = usual 
delay

• Question: When will the DANMASK study be 
published

• Problematic answer: The study will be published 
when there is a journal that is brave enough….”

• Bad timing…
• Strong pressure to release to preprint server – (risk of 

more controversy)



A lot of criticism and discussion



One single study rarely answers all questions



Another example

Compared with usual care, influenza
vaccination rates were higher in the group receiving 
an electronic letter highlighting potential 
cardiovascular benefits of vaccination (81·00% vs 
80·12%; difference 0·89 percentage points [99·55% CI 
0·29–1·48]; p<0·0001) and the group receiving 
repeated letters at randomisation and at day 14 
(80·85% vs 80·12%; difference 0·73 percentage 
points [0·13–1·34]; p=0·0006).



Conclusions

• Medical history is rich in unjustified interventions
• We need to perform research with clinical relevant 

endpoints
• Observational data are often biased
• Alternative designs to classical RCT´s may be needed 

i.e. ventilation & air cleaning
• Medical decisions must be based on the combined 

evidence and not single studies
• Lack of perfect evidence should not prevent action in 

acute crisis, but if action is needed - initiatives should 
be lauched to verify the efficay of the intervention

• Acuteness should not change general scientific or 
clinical methods



Thanks for 
listening
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