TUNG WAH COLLEGE
Information Sheet

“Evaluation of N95 respirators on fit rate, real-time leakage, and usability among
Chinese healthcare workers”

You are invited to participate in a research study conducted by Professor Simon C. Lam in
the School of Nursing at Tung Wah College (TWC). Your participation is entirely
voluntary. Before you decide, it is important that you understand why the research is being
done and what it would involve for you. Please take time to read this information, and
contact Professor Simon Lam Ching at TWC, Room 1601G, School of Nursing, Ma Kam
Chan Memorial Building, Tung Wah College, 31 Wylie Road, Homantin, Kowloon, Hong
Kong. Tel: 3468 6854. Email: simonlam@twc.edu.hk if you have any enquiries.

PURPOSE OF THE STUDY

This study aims to investigate and compare the fit rate, real-time leakage, and mask
usability of traditional and new N95 respirators among Chinese Health Care Workers
(HCWs).

PROCEDURES

The study will have two phases. In Phase 1, you will be trained on donning and doffing
skills of N95 masks through video. Practice and demonstrate back to the Research Assistant
to ensure the proper wearing of N95 respirators. Next, you will complete three different
types of N95 respirators (1 new, 2 traditional) fit tests with both 8-step protocol and 4-step
protocol. After fit tests, you are asked to fill out the usability questionnaires for the
corresponding respirators. Last but not least, a trained researcher will help you to measure
your facial anthropometrics. It requires about 1-1.5 hours to finish all the procedures in
Phase 1.

In Phase 2, the inclusion criteria are:

1) staff with professional license or students who may obtain professional license after

graduation. 2) completed phase 1 study and obtained passes of fit tests (Score 100 or above)

for at least one traditional N95 respirator as well as one new respirator. However, those
who have a history of chronic respiratory diseases or medical conditions (e.g., asthma,

congestive heart failure, coronary heart disease etc.), or are pregnant, or have any
musculoskeletal diseases that restrict the capacity of Cardiopulmonary Resuscitation (CPR)
performance cannot join Phase 2 of the study.

During Phase 2, you will be randomly assigned to wear either a traditional respirator or the
new respirator first. You will have 10 min to familiarize yourself with the scenario, devices,
and settings. Then you are asked to wear personal protective equipment (PPE) to perform
nasopharyngeal suctioning and CPR. Vital signs will be taken as baseline. Next, you will
perform 15s suctioning for 2 times and 4 min one-man CPR while data of real-time leakage
will be recorded at 30 s intervals. Right after the suctioning and CPR, vital signs will be
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taken again followed by fit test and mask usability questionnaire. Rest for 10 min and then
repeat the above procedures with another respirator. Phase 2 will last for about 1 hour.

Please be assured that you have right to decide whether to participate or not. You can also
withdraw from this study at any time during the process. All your personal data will be
used for research purpose and it will be kept strictly confidential and anonymity.

POTENTIAL RISKS / DISCOMFORTS AND THEIR MINIMIZATION

Wearing the N95 respirators may cause some minor discomforts like feeling hot and stuffy,
tightening of face, interference on speaking, skin itchiness, mask displacement, discomfort
on ear lobe, interference on working efficiency, and mist over glasses. In Phase 2 CPR
session, a few people will pant or experience other minor discomforts due to vigorous
movement.

To ensure your safety in both phases, our team of researchers will continuously monitor
your conditions. If you have any problems at any time during the study, you can approach
our researchers for help. Adequate rest time will be given between different procedures to
minimize discomforts.

COMPENSATION FOR PARTICIPATION

To thank for your participation, $100 cash coupon will be given as a token of appreciation
upon the completion of phase 1. For phase 2, as greater body movement is required, $300
cash coupon will be given upon completion.

POTENTIAL BENEFITS

Wearing a well-fitting N95 mask in handling patients with infectious respiratory diseases
is a life-saving procedure. We will provide you training on proper donning and doffing of
N95 masks. If fit test of designated mask is requested by your institution of work or study,
you will obtain all the full reports of fit tests right after the procedures.

The collected data is of substantial value in the research field of prevention and control of
infectious disease.

CONFIDENTIALITY

Strict confidentiality is promised and that the information obtained in the study will be used
for research purposes only. Research data is kept in secure and safe place. You have the
right to review and erase the records by anytime.

Responsible members of TWC may be given access to data for monitoring and/or audit of
the study to ensure that the research is complying with applicable regulations.

DATA RETENTION AND STORAGE

Data would be kept in a secured and accessible form in the campus of Tung Wah College
for at least seven years after publication or public release of research work. Personal
identifiers will be removed upon the completion of study / stored separately for long term
retention of the research data.
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PARTICIPATION AND WITHDRAWAL

If your institution requests the fit test result of a designated N95 respirator, your withdrawal
of that fit test may affect your job or study arrangement. After the designated mask fit test,
your participation is voluntary. This means that you can choose to stop at any time without
negative consequences.

FUNDING SOURCE
Health and Medical Research Fund (Food and Health Bureau, the Hong Kong Government)

QUESTIONS AND CONCERNS
This study has been reviewed and approved by Research Ethics Committee (REC), TWC,
to protect participants’ interests.

If you have any questions or concerns about the research, please feel free to contact
Professor Simon C. Lam at TWC, Room 1601G, School of Nursing, Ma Kam Chan
Memorial Building, Tung Wah College, 31 Wylie Road, Homantin, Kowloon, Hong Kong.
Tel: 3468 6854. Email: simonlam@twc.edu.hk if you have any enquiries.

If you have questions about your rights as a research subject, contact the Secretary,
Research Ethics Committee (REC), TWC (ro@twc.edu.hk).

- Thank you for reading this information -
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