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Department: Department of Cardiopulmonary Sciences, Division of
Respiratory Care
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Jie_Li@rush.edu; 312-947-0065
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The purpose of this study is to investigate if early use of prone positioning combined with high-
flow nasal cannula (HFNC) could improve oxygenation and ultimately avoid intubation in
COVID-19 induced moderate to severe Acute Respiratory Distress Syndrome patients.

If you agree to participate in this study, your participation may last up to four weeks.

During these visits, you will be change your position to prone if you are randomized to prone
position group.

There are risks to you for participating in this study. In this study, there is a risk of deterioration
of hypoxia when you are turning to the prone position, but clinicians will monitor your saturation
and titrate oxygen to meet your need to prevent hypoxemia. You may also have skin breakdown
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during prone position, but your comfort will be checked by clinicians every 30 minutes, you are
allowed to turn back to supine position any time you feel any discomfort.

You may benefit from taking part in this study. Based on experience with HFNC and prone
positioning in patients with similar conditions, researchers believe it may be of benefit to people
with your condition. However, because individuals respond differently to therapy, no one can
know in advance if it will be helpful for you.

You have the option to not participate in this study.

Detailed Information: Please review the rest of this document for details about
the above topics and additional information you should know before making a

decision about whether or no Mlpate in this study.
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oxygenation.
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e Youwill be random1zedmwm nasal cannula oxygen therapy, or
prone position with high-flow nasal cahhula oxygen therapy.

e I[fyou assigned to the treatment of prone position with high-flow nasal cannula oxygen
therapy, you will turn the position to prone by yourself at your pace, clinicians will stay
bedside with you during the position change, oxygen flow will be adjusted based on your
response to prone position. During prone position therapy, you still need to wear high-
flow nasal cannula oxygen therapy. You will turn from supine to prone position for at
least 30 minutes twice a day.

What are the risks and discomforts of participating in this study?
Side effects, risks, and/or discomforts from participation in this study may include:
e In this study, there is a risk of deterioration of hypoxia when you are being turned to the
prone position, but precautions will be taken to prevent this from happening.
e When you received high flow nasal cannula treatment, you may feel discomfort for the
hot humidified oxygen flow, and we will adjust the temperature for you.
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What if there is new information that may affect your decision to participate in this study?
During this study, you will be told about important findings (either good or bad), such as changes
in the risks or benefits of participation in the study or new choices to participation that might
cause you to change your mind about being in the study. If new information is shared with you,
you may be asked to sign a revised consent form in order to continue participating in this study.

Will you receive your individual results from the study?

Generally, activities performed for research purposes are not meant to provide clinical
information. We may learn things about you from this study which could be important to your
health or treatment. If this happens, this information will be shared with you. You will know how
your response to the treatment after you received the high-flow nasal cannula oxygen therapy or

high-flow nasal cannula oxygen therapy plus ositioning.
el ol ééﬁ*"-‘f@rﬁ.
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By signing this document, you volunt. : -(give permission to) Dr. L1, her study team,
and other Rush personnel involved with the conduct and review of this study (which may include
off-site personnel) to use or disclose (release) health information that identifies you for the study
described in this document.

not sign this authorizatio
cannot be in the study or re study-relate

During the study, Dr. Li and her study team will collect Protected Health Information (PHI)
about you for the purposes of this research. PHI is your health information that includes your
medical history and new information obtained as a result of this study. Some of this information
will come from your medical record. The health information that Rush may use or disclose for
this research includes:

e Your demographic information, including age, gender, medical history, diagnosis for

COVID-19;
e The laboratory and microbiology findings, treatment and outcome.
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e Complications including skin breakdown, IV line or nasal cannula dislodgement or
desaturation during position change.

e The respiratory assessments before, during the treatments of high-flow nasal cannula
oxygen therapy or high-flow nasal cannula oxygen therapy plus prone positioning.

Dr. Li and her study team may share your health information and the results of your study-
related procedures and tests with people outside of Rush who assist with the conduct and review
of this study. The persons who receive your health information may not be required by Federal
privacy laws to protect it and may share your information with others without your permission,
but only if permitted by the laws governing them. Your health information described above may
be used or disclosed to:

e Monitoring agencies such as the Food and Drug Administration (FDA), the National

Institutes of Health and the Rush Instituti Review Board (IRB).
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If you withdraw from this study, the data already collected from you may not be removed from
the study records. The study doctor and/or study team may ask you whether they can continue to
collect follow-up data on you. If follow-up information will be requested, you will be asked to
sign a separate consent form before this information can be collected.

Records of participation in this study will be maintained and kept confidential as required by
law. We will use coded names or identification numbers, removal of all identifying information.

The Rush Institutional Review Board (IRB) will have access to your files as they pertain to this
research study. The IRB is a special committee that reviews new and ongoing human research
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studies to check that the rules and regulations are followed regarding the protection of the rights
and welfare of human participants.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required
by U.S. Law. This Web site will not include information that can identify you. At most, the Web
site will include a summary of the results. You can search this Web site at any time. This
research study can be found by searching for the following Clinical Trial Registry Number
(NCT#): 04325906.

What are the costs to participate in this study?
There are no costs to you for participating in this research.
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i \ Approve :

Minor Assent L4 Date of Signature

Parent, Guardian or Legalil Chitaii ' _.,._"#?'ﬁr Date of Signature

I attest that all the elements of informed consent descrlbed in this consent document have been
discussed fully in non-technical terms with the participant. I further attest that all questions asked
by the participant were answered to the best of my knowledge.

Signature of Individual Obtaining Consent Date of Signature
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