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INFORMED CONSENT DOCUMENT 
 

Project Title: Lung Cancer Biospecimen Resource Network - Biospecimen Collection 
 
Principal Investigator: Bryan Meyers, MD, MPH 
 
Research Team Contact: Jo Musick, RN:  (314) 747-0707 
    Christine Frederiksen, MS: (314) 362-2412 
 
This consent form describes the research study and helps you decide if you want to participate.  It 
provides important information about what you will be asked to do during the study, about the risks 
and benefits of the study, and about your rights as a research participant. By signing this form you are 
agreeing to participate in this study. 

• If you have any questions about anything in this form, you should ask the research team for 
more information.   

• You may also wish to talk to your family or friends about your participation in this study. 
• Do not agree to participate in this study unless the research team has answered your 

questions and you decide that you want to be part of this study.  
 
WHAT IS THE PURPOSE OF THIS STUDY? 
 
This is a research study.  You are being asked to be in this study, because you have been diagnosed 
with a known or suspected lung cancer. 
 
The purpose of this project is to collect and store biologic specimens from people who have lung cancer 
for use in future research studies to help better diagnose and treat this disease. 
 
Lung cancer is the leading cause of cancer related death in men and women today.  Doctors and 
scientists need samples from patients with lung cancer in order to do research to help better 
understand and treat this problem.  Often samples from lung cancer patients are not saved for 
research, and this has made it difficult to do some types of research.  We are working to make a “bank” 
of specimens from patients with lung cancer to make this available to doctors and scientists to study.  
The types of specimens we want to collect include tissue samples (from the cancer and surrounding 
lung tissue), blood, saliva, urine, sputum, and/or bronchial washings (fluid which is collected during a 
procedure to “wash” or irrigate the lung and/or breathing passages). 
 
Specimens that are collected for this bank called the “Lung Cancer Biospecimen Resource Network 
(LCBRN)” will be stored in a secure facility located at the University of Virginia (UVA).  The specimens 
will then be made available to researchers throughout the United States as they seek to improve the 
understanding, diagnosis, and/or treatment of lung cancer. There are methods in place to protect your 
privacy and confidentiality.  
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WHAT WILL HAPPEN DURING THIS STUDY? 
If you agree to participate in this research, we may collect the following specimens from you which 
would be “left-over” after certain clinical procedures/surgeries which you might have: 

� Tissue – if you are having surgery for your lung cancer, we will collect tissue that is left over 
after all the clinical tests have been done.  No additional tissue would be taken at the time of 
your surgery only for this specimen bank. 

� Bronchial Washings – if you are having surgery or a procedure where you will have your lungs 
flushed/ “washed” with water (such as a bronchoscopy or surgery to remove a portion of your 
lung), we would also like to save the fluid used after the washing as it may contain cells that 
would be beneficial for research.   

 
The following specimens may be collected only for the purpose of this specimen bank (“extra” 
specimens that would not routinely be collected from you for your regular care): 

� Blood – We would like to draw up to 4 tablespoons  of blood from you during your first year of 
study participation and then up to 1 tablespoon of blood every 6 months for a maximum of  5 
years at times when you are returning to Washington University Medical Center (WUMC) for 
your regular care.  This would be a maximum of about 12 tablespoons of blood over the entire 
5 years.   

� Urine – we would like to collect 8 tablespoons of urine from you during your first year of study 
participation and then up to 2 tablespoons of urine every 6 months for a maximum of  5 years 
at times when you are returning to WUMC for your regular care.  This would be a maximum of 
about 24  tablespoons of urine over the entire 5 years.   

� Sputum – you will be asked to take a deep breath and cough hard until some sputum comes up 
into your mouth.  You will be given a cup to spit the sputum in for donating this type of 
specimen.  If you are not able to cough up any sputum, that is okay. 

� Saliva – we will give you a cotton swab to chew to help make saliva in your mouth.  We will 
collect the swab with your saliva in a plastic tube. 

 
Not all people will donate all kinds of specimens, and you do not have to donate all types of specimens 
in order to participate in this research.  Your specimens will be identified using a special code.  Neither 
your name nor any other personal identifying information (like your initials or birthdate) will be kept 
with your specimen.  The research team here at WUMC will keep records that “link” you to your 
specimens; however this link will not be shared with researchers who receive specimens from the 
bank. 
 
In addition to your specimens, you are also being asked to give your permission for the people in the 
specimen bank to record information about your medical history and your condition.  We will review 
your medical record and record information about your medical history such as exposures to 
substances that may increase your risk for cancer, smoking history, previous medications, and 
environmental factors.  This information helps the researchers to understand more about your 
specimen, and may be even more useful over time.  Again, we will keep your identity private here at 
WUMC, and will not release that to researchers who use specimens from the bank. 
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Your specimens and information will be stored for an unknown period of time (perhaps years) for 
future studies.  The specimens and information will be destroyed when they are no longer needed. 
 
Will you save my samples or research data to use in future research studies?  
As part of this study, we are obtaining blood samples, tumor tissue, and health data as described above 
from you, which will be stored in the LCBRN data and specimen repository to be used for other 
research projects in the future.  A data and specimen repository is formed with the purpose of broad 
sharing with others in the research community.   
 
With your participation in this study, you are providing permission to share your tissue/blood/data 
with other investigators doing research in lung cancer.  These investigators may be here at WUMC or at 
other research centers.  Only qualified researchers, who have received prior approval from individuals 
that monitor the use of the data and specimens, will be able to look at your information.   
 
These future studies may provide additional information that will be helpful in better understanding 
lung cancer, but it is unlikely that what we learn from these studies will have a direct benefit to you.  It 
is possible that your tissue/blood/data might be used to develop tests, treatments or cures. There are 
no plans to provide financial compensation to you should this occur.  If you agree to participate in this 
study, this means we will store your tissue/blood/data and may use it for studies going on right now as 
well as studies that are conducted in the future. 
 

If you agree to participate in this study and therefore let us store and use your tissue/blood/data for 
future research, but later change your mind, you should contact Dr. Bryan Meyers at (314) 362-8598.  
The tissue/blood/data will no longer be used for research purposes. However, if some research with 
your tissue/blood/data has already been completed, the information from that research may still be 
used. Also, if the tissue/blood/data has been shared with other researchers it might not be possible 
withdraw the tissue/blood/data to the extent it has been shared. 
 
HOW MANY PEOPLE WILL PARTICIPATE? 
Up to 500 people will be in this study at WUMC.  Up to 1,500 people will be in this study at all places.   
 

HOW LONG WILL I BE IN THIS STUDY? 
If you agree to be a part of this research, we would like to follow up with you either in the hospital 
after your surgery or at your regularly scheduled clinic visits during the first year and then every 6 
months for up to 5 years to see how you are doing, and obtain follow up specimens as possible.  It is 
considered routine practice for you to continue your follow-up for 5 years after a cancer diagnosis.  
You will not be asked to return to WUMC specifically for the purpose of this research, however, we 
would like to obtain additional specimens from you during this time if you are returning to WUMC for 
your care and treatment during the next 5 years.   
 
WHAT ARE THE RISKS OF THIS STUDY? 
You may experience one or more of the risks indicated below from being in this study. In addition to 
these, there may be other unknown risks, or risks that we did not anticipate, associated with being in 
this study.  
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The main risks to providing specimens for genetic testing and/or for future research may be the 
accidental release of information.  An example of this would be if your name was released accidently 
with the stored specimens and/or the results of the tests run on your specimens.   
 
Risks of having your blood drawn: 
Likely / Common  

• pain  
• a bruise  

Less Likely / Less Common 

• fainting or passing out 
Rare   

• infection  
 
WHAT ARE THE BENEFITS OF THIS STUDY? 
Information learned in this study may give useful information about the causes, risks, treatments and 
prevention of lung cancer which might help people in the future.  There is no direct benefit to you for 
participating in this study. 
 
WILL IT COST ME ANYTHING TO BE IN THIS STUDY? 
Being in this study will not cost you any money.  Your insurance company will also not be billed for 
donating your specimens.   
 
You and/or your medical/hospital insurance provider will remain responsible for your regular medical 
care expenses. 
 
WILL I BE PAID FOR PARTICIPATING? 
You will not be paid for being in this research study.   
 
WHO IS FUNDING THIS STUDY? 
This study is funded through a grant from the United States Department of Defense Congressionally 
Directed Medical Research Program (CDMRP). This means that Washington University is receiving 
payments from the United States Department of Defense (CDMRP) to support the activities that are 
required to conduct the study.  No one on the research team will receive a direct payment or increase 
in salary from CDMRP for conducting this study. 
 
WHAT IF I AM INJURED AS A RESULT OF THIS STUDY? 
Washington University investigators and staff will try to reduce, control, and treat any complications 
from this research. If you feel you are injured because of the study, please contact the investigator Dr. 
Bryan Meyers at (314) 362-8598 and/or the Human Research Protection Office at (314) 633-7400 or 1-
(800)-438-0445.  
Decisions about payment for medical treatment for injuries relating to your participation in research 
will be made by Washington University. If you need to seek medical care for a research-related injury, 
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please notify the investigator as soon as possible.  
 
HOW WILL YOU KEEP MY INFORMATION CONFIDENTIAL? 
We will keep your participation in this research study confidential to the extent permitted by law.  
However, it is possible that other people such as those indicated below may become aware of your 
participation in this study and may inspect and copy records pertaining to this research.  Some of these 
records could contain information that personally identifies you.  

• Government representatives, (including the Office for Human Research Protections) to 
complete federal or state responsibilities 

• People who pay for the study (Department of Defense) 
• People who use the registry 
• Hospital or University representatives, to complete Hospital or University responsibilities 
• Washington University’s Institutional Review Board (a committee that reviews and approves 

research studies)  
• The LCBRN coordinating center located at University of Virginia 
• Information about your participation in this study may be documented in your health care 

records and be available to your health care providers who are not part of the research team.  
Your primary care physician if a medical condition that needs urgent attention is discovered  
The Siteman Cancer Center at Washington University School of Medicine and Barnes-Jewish Hospital is 
supported by funding from the National Cancer Institute (NCI). To meet NCI requirements, your PHI, 
including your social security number, relating to your participation in this study will be stored in a 
secure database at the Siteman Cancer Center.  This database and also your treatment records may be 
reviewed by Siteman Cancer Center personnel.  All information will be securely and confidentially 
maintained.  
 
To help protect your confidentiality, we will  
 

This consent form or similar documentation that you are participating in a research study may be 
included in your clinical medical record.  Anyone with access to your medical record, including your 
health insurance company will be able to see that you are participating in a research study. 
 Paper forms and hard copy reports will be stored in a secure area with limited access, under 

double lock protection within the designated area of the clinical research team here at WUMC. 
Hard copy records will not be allowed to be transported or transferred outside this storage 
area.  Only investigators for this study and clinicians caring for you will have access to the data.   

 Electronic data will be stored in a server that is configured to store data regulated by HIPAA 
(the Health Insurance Portability and Accountability Act).  Only investigators for this study and 
clinicians caring for the patient will have access to the data. They will each use a unique log-in 
ID and password that will keep confidential.   

 All tissue/blood/data will be stored labeled only with a LCBRN code number and no identifying 
information (name, medical record number, etc.). The link between the LCBRN code and your 
identity will be two tiered. The secure LCBRN database will contain the link between the LCBRN 
code and your local medical record number (MRN), with only LCBRN personnel having access to 
this database. 
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 The following security precautions will be implemented for specimens stored in the LCBRN:  
o Specimens will be stored in a locked freezer/ or locked room 
o Specimens will be stored with a LCBRN code number and no HIPAA identifiers 

 
If we write a report or article about this study or share the study data set with others, we will do so in 
such a way that you cannot be directly identified. 
 
Protected Health Information (PHI) is health information that identifies you. PHI is protected by federal 
law under HIPAA (the Health Insurance Portability and Accountability Act). To take part in this 
research, you must give the research team permission to use and disclose (share) your PHI for the 
study as explained in this consent form.  The research team will follow state and federal laws and may 
share your health information with the agencies and people listed under the previous section titled, 
“How will you keep my information confidential?”. 
 
Once your health information is shared with someone outside of the research team, it may no longer 
be protected by HIPAA.   
 
The research team will only use and share your information as talked about in this form.  When 
possible, the research team will make sure information cannot be linked to you (de-identified).  Once 
information is de-identified, it may be used and shared for other purposes not discussed in this consent 
form. If you have questions or concerns about your privacy and the use of your PHI, please contact the 
University’s Privacy Officer at 866-747-4975.  
 
Although you will not be allowed to see the study information, you may be given access to your health 
care records by contacting your health care provider.  
 
If you decide not to sign this form, it will not affect 

• your treatment or the care given by your health provider. 
• your insurance payment or enrollment in any health plans.   
• any benefits to which you are entitled. 
However, it will not be possible for you to take part in the study. 

 
If you sign this form: 

• You authorize the use of your PHI for this research 
• Your signature and this form will not expire as long as you wish to participate. 
• You may later change your mind and not let the research team use or share your information 

(you may revoke your authorization).  
• To revoke your authorization, complete the withdrawal letter, found in the Participant 

section of the Human Research Protection Office website at http://hrpo.wustl.edu (or use 
the direct link: http://hrpohome.wustl.edu/participants/WithdrawalTemplate.rtf) or you 
may request that the Investigator send you a copy of the letter.       

o If you revoke your authorization: 

http://hrpo.wustl.edu/
http://hrpohome.wustl.edu/participants/WithdrawalTemplate.rtf


FOR IRB USE ONLY 
 
IRB ID #: 201101741 
APPROVAL DATE: 06/23/15 
EXPIRATION DATE: 06/21/16 

 

Version #4; 1-10-2013  Page 7 of 8 

 The research team may only use and share information already collected for 
the study. 

 Your information may still be used and shared if necessary for safety reasons.  
 You will not be allowed to continue to participate in the study. 

 
IS BEING IN THIS STUDY VOLUNTARY? 
Taking part in this research study is completely voluntary.  You may choose not to take part at all.  If 
you decide to be in this study, you may stop participating at any time.  If you decide not to be in this 
study, or if you stop participating at any time, you won’t be penalized or lose any benefits for which 
you otherwise qualify. 
 
What if I decide to withdraw from the study? 
You can change your mind at any time.  Your permission does not end unless you cancel it.  You may 
withdraw by telling the study team you are no longer interested in participating in the study or you 
may send in a withdrawal letter. A sample withdrawal letter can be found at http://hrpo.wustl.edu 
under Information for Research Participants.  Then you will no longer be in the study.  The researchers 
will still use information about you that was collected before you ended your participation.  
 
Will I receive new information about the study while participating? 
If we obtain any new information during this study that might affect your willingness to continue 
participating in the study, we’ll promptly provide you with that information. 
 
Because the research will not likely have any effect on your care, you will not be given the results of 
any research performed with your specimen.   
 
WHAT IF I HAVE QUESTIONS? 
We encourage you to ask questions.  If you have any questions about the research study itself, please 
contact Dr. Bryan Meyers at (314) 362-8598 or one of the nurses listed on the first page of this consent 
form.   
 
If you have questions, concerns, or complaints about your rights as a research participant, please 
contact the Human Research Protection Office, 660 South Euclid Avenue, Campus Box 8089, St. Louis, 
MO  63110, (314) 633-7400, or 1-(800)-438-0445 or email hrpo@wusm.wustl.edu.   General 
information about being a research participant can be found by clicking “Participants” on the Human 
Research Protection Office web site, http://hrpohome.wustl.edu.  To offer input about your 
experiences as a research subject or to speak to someone other than the research staff, call the Human 
Research Protection Office at the number above. 
 
 
 
This consent form is not a contract. It is a written explanation of what will happen during the study if 
you decide to participate. You are not waiving any legal rights by agreeing to participate in this study.  
 

http://hrpo.wustl.edu/
http://hrpohome.wustl.edu/
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Your signature indicates that this research study has been explained to you, that your questions have 
been answered, and that you agree to take part in this study.  You will receive a signed copy of this 
form. 
 
 
Do not sign this form if today’s date is after EXPIRATION DATE: 06/21/16. 
 
 
__________________________________________ _______________________________ 
(Signature of Participant)     (Date) 
 
 
____________________________________________ 
(Participant's name – printed) 
 
 
 
Statement of Person Who Obtained Consent 
The information in this document has been discussed with the participant or, where appropriate, with 
the participant’s legally authorized representative.  The participant has indicated that he or she 
understands the risks, benefits, and procedures involved with participation in this research study. 
 
 
__________________________________________ _______________________________ 
(Signature of Person who Obtained Consent)   (Date) 
 
 
___________________________________________ 
(Name of Person who Obtained Consent - printed) 
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