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Testing and
Approval

Intended Use
and Purpose

Face Seal Fit

A.1 (0 EfEE

Fit Testing
Requirement

User Seal Check
pnheiicer R@quirement
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Surgical Mask

Cleared by the U.S. Food and Drug
Administration {FDA)

Fluid resistant and provides the wearer
protection against large droplets,
splashes, or sprays of badily or other
hazardous fluids. Protects the patient
from the wearer's respiratory emissions.

Loose-fitting
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Understanding the Difference
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NO5 Respirator

Evalusted, tested, and approved by
NIOSH &= per the requirements in
42 CFR Part 84

Reduces wearer's exposure to particles
including small particle aerosols and
large droplets (only non-oil asrosols)

Tight-fitting

Yes

Yes. Requirad each time the respirator
is donned {put on)




S.C. Lam et al. /| American Journal of Infection Control 44 (2016) 579-86 ":;%

The whole procedure was being
monitored by a registered nurse

PortaCount Pro Fit Testers
(QNFT) & the attached notebooks

S - v

* Respirator Sampling
port (white one)

Ambient sampling
port (blue one)

2011.09°10

National
Gerontol

The Hong Keng F

amenberi the Fig 2. Fit tester system, tubing connection, and respirator. QNFT, quantitative fit testing.
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(A) Participant at baseline (B) S (C) iaRgiaharel BB D

N95 respirator donning medical mask donning

Participent after
medical mask donning

(E) Participent after
N95 respirator donning

Hua et al., 2020
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A.2 (15  BFHPE kS (Level)?

U.S.A.: ASTM F2100-19 STANDARD SPECIFICATION FOR PERFORMANCE OF MATERIALS USED IN MEDICAL FACE MASKS
EUROPE: EN 14683:2019 MEDICAL FACE MASKS - REQUIREMENTS AND TEST METHODS

ASTM F2100-19 EN 14683:2019 Barrier Levels

BFE % 95 >98 >95

298
ASTM F2101, EN 14683

Barrier PFE %
Testing ASTM F2299 298 Not required

290 2

Synthetic Blood ASTM Pass at Pass at Pass at Not reckiicad Pass at > 16.0
F1862, 1S022609 80 mmHg 120 mmHg 160 mmHg 9 kPa (>120 mmHg)
Physical Differential Pressure <5.0 mmH,0/cm? <6.0 mmH,0/cm? <40 Pa/cm? <60 Pa/cm?
Testing EN 14683 ’ A ’ 2
Flammability See European Medical Directive
16 CFR Part 1610 S lies7secinn) (2007/47/EC, MDD 93/42/EEC)

Safety Microbial Cleanliness 3
Testing S~ Not required <30 cfu/g

Blof;.énfoa;;g"ny 510 K Guidance recommends testing to ISO 10993 Complete an evaluation according to 1SO 10993
i * AQL 4% for BFE, PFE, Delta P *  Minimum of 5 masks up to an AQL of 4% for BFE,
ANsslemsF::;ggzl 4 * 32 masks for Synthetic Blood Delta P and Microbial Cleanliness
150 2859-1 ' (Pass = 229 passing, Fail = <28 passing) * 32 masks for Synthetic Blood

* 14 masks for Flammability (Pass = 229 passing, Fail = <28 passing)
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Micron = 1 x 10°® meter = um (fizK) *ﬁ?i@j}%‘}—%( P F E%)

. 0.1um & 0.3um representing virus ~PFE
. 1.0pm & 2.5um representing bacteria (including droplets) ~BFE
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Search All \/  Enter Search Term

A~ April 2, 2020

Challenging the principle of ‘reasonably practicable’ by the flooding of counterfeit and fake face masks during
(f)  the COVID-19 pandemic

[g] Simon Ching Lam, PhD, RN, FHKAN | Squina International Center for Infection Control, School of Nursing, The
Hong Kong Polytechnic University.

Thank you for a concise and comprehensive summary of the captioned and the insightful conclusive statements.
As in other regions in the world, this shortage of personal protective equipment (PPE) (i.e., gloves, face masks,
air-purifying respirators, goggles, face shields, respirators, and gowns) has been unfolding in Hong Kong as well

Contents lists available at ScienceDirect

@

American Journal of Infection Control

American Journal of
Infection Control

journal homepage: www.ajicjournal.org

Commentary

Global risk to the community and clinical setting: Flocking of fake masks
and protective gears during the COVID-19 pandemic

Simon Ching Lam PhD, FHKAN “! Lorna Kwai Ping Suen PhD, FHKAN, Teris Cheuk Chi Cheung PhD

Squina International Center for Infection Control, School of Nursing, The Hong Kong Polytechnic University, Hong Kong SAR, PR China
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«  H42.6% NIIEOJRE A FE EEEEE R RIVIEAE (HIAIASTM level 1)
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99.99% %5 (4)
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Hegfie L ~ SidiE L - BERERA S ~ (rRiEE (health workers) Kt
& H&EH & (personal care worker)
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Changes of hand hygiene performance across times
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Figure 1. Changes of hand hygiene (HH) performance across times
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Overlapping area: residential care
homes?
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