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CONSENT/AUTHORIZATION FOR PARTICIPATION IN A RESEARCH

STUDY
Site Principal Investigator: Jie Li, PhD, RRT, RRT-ACCS, RRT-NPS, FAARC
Department: Department of Cardiopulmonary Sciences, Division of
Respiratory Care

Address and Contact Information: 600 S Paulina St, Suite 765, Chicago, IL. 60612.
Jie Li@rush.edu; 312-563-4643
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the study at a later time, your heatthare, b nship with Rush University Medical

Center will not change or be affected. g

The purpose of this study is to investigate the concentrations of the small invisible particles in
your exhaled gas during the use of different oxygen devices.

If you agree to participate in this study, your participation may last up to 1.5 hours.

During the study, the oxygen devices will be rotated for use in a random sequence, each one of
them would be used for five minutes.

There are little risks to you for participating in this study. You may feel discomfort with some
devices, but the clinician will stay with you all the time. If you don’t like it and want to switch,
we will change it for you immediately. During the change of the device, you might cough. If you
need suctioning, we will suction for you.
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You may benefit from taking part in this study. You may find the oxygen device you like and
feel comfortable to breathe with, and then we might notify your clinician to set up 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 not you will participate in this study.

Why are you being invited to participate in this study?
You are being asked to participate in this study because you are adult and have tracheostomy and

can breathe without ventilator suppomIL ]
,,j;ﬂ!ﬁ' e

; =,
How many participants wijl;‘th‘ke pa i e ,
Twelve participants are _e_ﬁé'.cte ; ushildniversity Medical Center.

What are the activi

If you agree to be mthi y with. five different oxygen
devices that the cliniciagfwould place fi are 4] commonly used
devices to provideoxyg€n and humidifidatiphgfo ats 1ike you, including cool
aerosol with trac
humidified high- dey heated humidified high-fl :
We will rotate the ‘I}F E}Tﬁ\dz useg “nins, and you can tell
us your comfort with device. aneously, we will use wi qand size machines
named particle sizer asure the concentrations of small invi$s aiticles in your exhaled
gas, and the two machihes willgbe placed at 1 and 3 feet awayfit our face and would not
contact with you. i ':

Side effects, risks, and/or discomfost§=fipm. participatiofifinthis study may include:
e In this study, there is little risk of makmg you cough or feel discomfort with some device,
due to the cool or hot humidified oxygen. If there is any discomfort and you want to
switch, we will change it for you immediately.

What if there is new information that may affect your decision to participate in this study?
During this study, you will be asked about your comfort with different devices. 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
which oxygen device works best for you.
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Can you leave or be removed from this study?
You have the right to leave a study at any time without penalty. You will receive the standard
care if you decide to withdraw from the research.

The researchers and Sponsor also have the right to stop your participation in this study without
your consent if:

e They believe it is in your best interests;

e You do not follow the instructions;

e The study is cancelled for any reason.

What about confidentiality of your medical information?
This authorization is voluntary. Rush University-Medical Center and its affiliates (“Rush”) will

not sign this authorization. Ye vedeesign thi erization, but that means that you
cannot be in the study or rg¢e :
o

& 5
By signing this documént, ygit voluggagily-a i7@-(give pe iont) Dr. Li, her study team,
and other Rush persgnnel iivolved the do cHreview afithis Study (which may include
off-site personnel) t&'use @r disclosé (release) health information that idestifies you for the study
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During the study,gr. L ]
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e Tracheostomy tubessi [ ati iC ‘gﬂ color.
 Aecrosol particle concentr i erent oxygen devices.

(¢’]

Dr. Li and her study team may share your'F€alfiFififormation 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 Institutional Review Board (IRB).

While you participate in the study you will have access to your medical record, but Dr. Li is not
required to release to you study information that is not part of your medical record. Rush is
required by law to protect your health information, and study records that identify you will be
kept confidential. The results of study tests/procedures performed as part of this study may
become part of your medical record. Any study information in your medical record will be kept
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indefinitely. Your identity will not be revealed on any report, publication, or at scientific
meetings.

You have a right to inspect and copy the information to be disclosed with this authorization and
you may obtain a copy of the information by contacting the office listed below.

If you no longer want to be in the study and do not want your future health information to be
used, you may change your mind and revoke (take back) this authorization at any time by writing
to Dr. Li at 600 S Paulina St, Suite 765, Chicago, IL. 60612. If the authorization is revoked, you
will no longer be allowed to participate in the study and previously authorized
individuals/entities may still use or disclose health information that they have already obtained
about you as necessary to maintain the integrity or reliability of the current study.

If you withdraw from t i ¢ data already collected™ .r-,_: ay not be removed from
the study records. Th ﬂdy doctor % jﬂ ay ask Acther they can continue to
collect follow-up daf; ou. If fOIR "s H will be 1€ you will be asked to
sign a separate con m before be collec

law. We will use gdded flames or identi
The Rush Institutighal i files;gs they pertain to this
research study. ThefIRB ng human research

rotection of the rights

Records of particgtlo in this study wl ined and kept cd ﬁd ial as required by

A description of this Cll ] trial W WVl nicalTrials.gov, as required
by U.S. Law. This Web sitewi 1 not n Fmation that Identlfy you. At most, the Web
site will include a summary of thekg ﬁﬁ% eb s1te at any time. This
research study can be found by searching £
(NCTH#): 04654754.

What are the costs to participate in this study?

There are no costs to you for participating in this research. All costs for the required devices will
be paid by the sponsor.

Will you be paid for your participation in this study?

You will not be paid for being in this study.

Investigator Financial Disclosure

Dr. Li discloses research support from Fisher & Paykel Healthcare and Rice Foundation outside
the submitted work. Dr. Vines provides consulting to Ohio medical and has research support
from Teleflex Medical, INC. Dr. Fink is Chief Science Officer for Aerogen Pharma Corp, San
Mateo, CA, USA. The institutions had no role in the study design, data collection, analysis,
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preparation of the paper, or the decision to publish the findings. Other authors have no conflicts
to disclose.

SIGNATURE BY THE PARTICIPANT:

By signing below, you are consenting to participate in this research study. You have read the
information given or someone has read it to you. You have had the opportunity to ask questions,
which have been answered satisfactorily to you by the study staff. You do not waive any of your
legal rights by signing this consent/authorization form. You will be given a signed copy of this
document.

Name of Participant Signature of Participant Date of Signature

discussed fully in no
by the participant w
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