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Study rationale, design and key findings



Study rationale
The effectiveness of face masks as a protective measure against 

infection is uncertain 

Observational evidence supports a reduction in respiratory infections 

with face mask use

However, randomised trials face challenges, especially in achieving 

sufficient statistical power, contributing to uncertainty in their findings



Study design
Design: Pragmatic randomised trial 

Object: To assess the personal protective efficacy of wearing surgical face 

masks in public settings

Intervention: Wear, or not wear, surgical face masks in public over 14-days

Primary outcome: Self-reported respiratory symptoms consistent with a 

respiratory infection 

Participants: Adults aged 18 and above, with no exclusion criteria applied



Study findings
Participant groups 

were well-matched at

baseline



Study findings



Study findings



Study findings



Study findings



Adherence 

Among participants in the intervention arm: 

450 (25%) reported always wearing a face mask

753 (41%) wearing face masks more than 75% of the time

265 (14%) wearing face masks 75-50% of the time

357 (19%) wearing face masks less than 50% of the time. 

Among participants in the control arm, 1865 (95%) reported not wearing face masks.



Methodological considerations



Type of facemasks



The original protocol



The final protocol



The final protocol

• Sample size consideration

• Simplify for the trial participants

and pharmacy staff

• In line with WHO recommendations



Recruitment



Recruitment
Participants were recruited from multiple locations across Norway

Publicity through Norwegian TV, radio and various media channels



Recruitment
Participants were recruited from multiple locations across Norway

Publicity through Norwegian TV, radio and various media channels

Paid print advertisement on public transport 



Recruitment
"In doubt about how well face masks 

work? - So are we. Help us find out -

join the face mask study. 

- Norwegian institute of Public Health“



Recruitment
Participants were recruited from multiple locations across Norway

Publicity through Norwegian TV, radio and various media channels

Paid print advertisement on public transport 

Engaging two data collection firms that invited members of their survey panels to take part in 

the study 



Outcomes



Outcomes

Primary outcome: 

Self-reported respiratory symptoms consistent with a respiratory infection

Secondary outcomes: 

Self-reported COVID-19

Positive COVID-19 test results registered in Norwegian Surveillance System for Communicable 

Diseases

Adverse effects 



Drop out and missing data 



Drop out and missing data
Intervention group: 20.7% loss to follow-up

Control group: 13.1% loss to follow up

Prespecified: Multiple imputation. Complete case = main analysis

• Non-prespecified 
• Manski-type bounds
• Three different scenarios

of missing outcome data



Drop out and missing data



Drop out and missing data



Reactions to the findings







Outcomes
From the reviewers



Constructive critical feedback and 
lesson learned 



Constructive critical feedback and lesson 
learned 

Unblinded self-report of a subjective outcome
Risk of bias
Unblinded participants might report symptoms differently based on beliefs/expectations 
One subgroup analysis suggest that beliefs is associated with the intervention effect
Potential solutions:

Placebo masks (may be difficult in practice)

PCR testing from all participants (may decrease willingness to participate, and/or may increase drop out)

Lessons learned: 
If possible, introduce placebo to reduce risk of bias

New study of air purifiers 



Constructive critical feedback and lesson 
learned 

Little difference of positive COVID-19 tests 
Secondary outcome
Data too sparse for a meaningful interpretation

Lessons learned: 
Use of registry data (if possible) 

Tactics to reduce loss to follow-up and missing outcome data



Constructive critical feedback and lesson 
learned 

Differences in behaviour
e.g more social distancing in intervention group may explain the difference in results (rather
than the face mask as such)

oDifferences in behaviour can be seen as an intervention effect

Lessons learned: 
If possible, collect data on relevant behaviour 





Thank you for your attention. 
Any Questions? 

Runar.Solberg@fhi.no
Atle.Fretheim@fhi.no

mailto:Runar.Solberg@fhi.no
mailto:Atle.Fretheim@fhi.no
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