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Abstract 

Results of the Respiratory Protection Effectiveness Clinical Trial (ResPECT) 

Background 

Respiratory protection (RP) for healthcare personnel (HCP) is controversial and clinical 

studies are inconclusive about the effectiveness of N95 respirators (N95) and medical 

masks (MM) for protecting HCP from workplace viral respiratory infections and illnesses 

(VRII). 

Methods 

We conducted a cluster-randomized, investigator-blinded, multisite effectiveness study 

comparing N95 to MM in geographically diverse, high exposure outpatient settings 

between 2011 and 2016. Each year during VRII season, participants wore assigned devices 

when within 6 feet of patients with known or suspected respiratory illness. Respiratory 

swabs were collected from symptomatic and asymptomatic participants. Diaries detailed 

VRII exposures, influenza vaccination, adherence to RP and hand hygiene, and 

manifestations of illness. The primary and secondary outcomes were the incidence of 

laboratory-confirmed influenza (LCI) using polymerase chain reaction (PCR) and 

hemagglutinin inhibition assays (HAI), and acute respiratory illness (ARI), influenza-like 

illness (ILI), laboratory-confirmed respiratory illness (LCRI), and laboratory-detected 



respiratory infection (LDRI) (figure). Intervention protective effects were estimated using 

unadjusted odds and incidence rate ratios. 

 

Results 

5,180 HCP seasons enrolled and randomized (2,243 to N95 and 2,446 to MM), with 4,689 

(91%) completing the study. In the intention-to-treat cohort (ITT), among participants in 

the N95 and MM groups, respectively, 207 (8.2%) and 193 (7.2%) were diagnosed with LCI 

(odds ratio [OR] 1.14, 95% confidence interval [CI] 0.93–1.40); 1,556 (61.9%) and 1711 

(64.1%) were diagnosed with ARI (relative risk (RR) 0.99, CI 0.92–1.06); 128 (5.1%) and 

166 (6.2%) were diagnosed with ILI (RR 0.87, CI 0.68–1.10), 371 (14.8%) and 417 (15.6%) 

were diagnosed with LCRI (RR 0.97, CI 0.84–1.12); and 679 (27.0%) and 745 (27.9%) were 

diagnosed with LDRI (RR 0.99, CI 0.89–1.09). The adjusted ITT and per-protocol analyses 

yielded similar results. 

Conclusion 

In this outpatient-based, cluster-randomized, controlled trial, neither N95 nor MM resulted 

in superior protection from LCI or VRII. 
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