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Name of participant: ___________________ Age: ____ _

The following is given to you to tell you about this research study. Please read this form 
with care and ask any questions you may have about this study. Your questions will be 
answered. Also, you will be given a copy of this consent form. 

Key Information: 

The first section of this document contains some key points that the research team thought you 

would find important. The study is described in more detail after this section. If you do not 

understand something, please ask someone. 

Key information about this study: 

You are being asked to participate in this research study because you are undergoing a 

bronchoscopy with a biopsy of a spot in your lungs suspicious of cancer. As per usual care, if we 

find cancer, we do a procedure known as an endobronchial ultrasound with transbronchial needle 

aspiration (EBUS-TBNA) to take samples of your lymph nodes to evaluate for cancer spread. If 

you have suspected cancer in your lymph nodes, we take multiple samples for molecular testing 

to help guide treatment decisions. It requires a certain amount of tissue to send for these 

molecular markers, which can be achieved with EBUS-TBNA about 70% of the time. 

This research is being done to evaluate the utility of adding a biopsy tool cmTently used in usual 

care, known as a c1yoprobe, on its ability to acquire more tissue for molecular analysis. This 

c1yoprobe uses a freezing technique to biopsy and can potentially gather lai-ger and higher 

quality tissue samples than the standard methods. It has been studied in several randomized 

control trials for diagnosis and shows an excellent safety profile. Our goal with this study is to 

see if this tool following EBUS-TBNA can increase the ability to acquire this tissue needed for 

molecular analysis up to 85%. 

By consenting to this study, you will not be automatically included in this study. We will only 

include you in this study if your biopsy suggests cancer. If you are included, we will collect data 

during the study and monitor for safety events within 24 hours following the procedure. 

Date of IRB Approval: 10/10/2023 
Date of Expiration: 10/09/2024 

Institutional Review Board 
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the injmy. You will be responsible for any copayments or deductibles associated with treating 
that injury. There are no plans for Vanderbilt to pay for the costs of any additional care. There 
are no plans for Vanderbilt to give you money for the injmy. 

Who to call for any questions or in case you are injured: 

If you have any questions about this research stud or feel ou have been hurt b 
this stud lease feel free to contact 

For additional inf01mation about giving consent or your rights as a person in this study, to 
discuss problems, concerns, and questions, or to offer input, please feel free to call the VUMC 
Institutional Review Board Office at (615) 322-2918 or toll-free at (866) 224-8273. 

Reasons why the study doctor may take you out of this study: 

You may be taken out of the investigation if: 
• Staying in the study would be harmful
• The study doctor believes you should be out of the study
• You do not follow directions and requirements for the study
• You become pregnant
• The study is canceled
• You have a new injmy or illness
• There may be other reasons to take you out of the study that we do not know at
this time

What will happen if you decide to stop being in this study? 

If you decide to stop being part of the study, you should tell your study doctor. Deciding not to 
be part of the study will not change your regular medical care. 

Clinical Trials Registry: 

This clinical trial will be described on www.clinicaltrials.gov, as required by U.S. Law. This 
website will not include information that can identify you. At most, the website will consist of a 
summary of the results. You can search this Web site at any time. 

Confidentiality: 

All efforts, within reason, will be made to keep your personal inf01mation in your research 
record confidential, but total confidentiality cannot be guaranteed. Your inf 01mation will be 
stored on password-protected Vanderbilt computers and protected databases. Your data will be 
coded, so they do not contain your name. 

Date of IRB Approval: 10/10/2023 
Date of Expiration: 10/09/2024 

Institutional Review Board 
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Study Title: 

Version Date: 

Study PI: 

VUMC Institutional Review Board 

Informed Consent Document for Research 

A Multicenter Randomized Trial of EBUS-TBNA versus EBUS-TBNA plus 

Transbronchial Mediastinal Cryobiopsy for Adequacy of Next Generation 

Sequencing 

8/23/2023 

Fabien Maldonado, MD 

Government Office for Human Research Protections, the VUMC Institutional Review Board, 
Vanderbilt University, CROs, IBC, SRC, INSURANCE COMPANIES FOR BILLING 

PURPOSES, ETC. Federal privacy rules may not apply to these groups; they have their own 
rules and codes to assure that all efforts, within reason, will be made to keep your PHI private. 
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The study results will be kept in your research record for at least six years after the study is 
finished. At that time, the research data that has not been put in your medical record will be kept 
for an unknown length of time. Any research data that has been put into your medical record 
will be kept for an unknown length of time. 

At that time, we will stop getting any more data about you. But, the health data we stored before 
you withdrew your consent may still be used for repoliing and research quality. 

If you decide not to take part in this research study, it will not affect your treatment, payment or 
enrollment in any health plans or affect your ability to get benefits. You will get a copy of this form 
after it is signed. 

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY 

Date 

I have read this authorization f01m and this has been explained to me verbally. All my 
questions have been answered, and I freely and voluntarily choose to take part in the 
associated study. 

Signature of patient/volunteer 

Consent obtained by: 

Date Signature 

Printed Name and Title 
Time: ------

Date of IRB Approval: 10/10/2023 
Date of Expiration: 10/09/2024 

Institutional Review Board 

V VANDERBILT
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Date of IRB Approval: 10/10/2023
Date of Expiration: 10/09/2024

Date of IRB Approval: 10/10/2023
Date of Expiration: 10/09/2024

Date of IRB Approval: 10/10/2023




