IRB APPROVED

Mar 17, 2022


Consent Form 
To Participate in a Research Study
Protocol Information
TITLE:
Alpha-1 Antitrypsin Disease Cohort: Longitudinal Biomarker Study of Disease

Protocol No.:
AAAS8713


IRB Protocol #20212809


22-0102

Sponsor:
National Heart, Lung, and Blood Institute

Investigator:
Michael Bradley Drummond, MD, MHS


800 Eastowne Drive


Suite 205


Chapel Hill, North Carolina 27514


United States

STUDY-RELATED

PHONE NUMBER(S):
984-974-2963

919-216-1868

Research Study Summary
	General Information
	You are being asked to take part in a research study. This research study is voluntary, meaning you do not have to take part in it. The procedures, risks, and benefits are fully described further in the consent form.

	Purpose
	The purpose of this study is to create a de-identified, public use, repository of data of Chronic Obstructive Pulmonary Disease (COPD) patients with Alpha-1 antitrypsin deficiency (AATD), a rare genetic condition that can cause COPD and emphysema.

	Duration & Visits
	This study is longitudinal. This means that as long as you wish to participate you will be considered part of the study.

	Overview of Procedures
	If you decide to take part in this study, you will be asked to come in for a baseline visit. This visit will include: Review of your medical history and medication history, blood draw, complete Pulmonary Function Test (PFT), induced sputum, completion of questionnaires and CT Chest scan. All of the mentioned procedures above will be performed on enrollment and repeated at 18 months and 36 months, with the exception of monthly Alpha- net exacerbation questionnaires.

	Risks
	Risks of having blood drawn are soreness and/or a black and blue mark at the site from where the blood is drawn.

The risks of pulmonary function testing include dizziness during the tests, dyspnea or coughing during the test, or an acute episode of bronchodilation due to deep inhalation.

This research study involves exposure to radiation. This radiation exposure is not required for your medical care and is for research purposes only. The radiation exposure is necessary to obtain the research information desired. The total amount of radiation that you may receive in this study is approximately 4.11 mSv over 3 years. The additional cancer risk from this research study is estimated to be up to 0.63%. At these low levels, scientists are uncertain as to the actual risk and there may be no risk at all. Note: The risk estimate is based on the subjects in the study population who are most sensitive to radiation exposure.

All risks are described in detail below.

	Benefits
	There are no direct benefits from participating in this study. However, this study will help the Alpha-1 community by supporting research whose goal is the find a cure for Alpha-1.

	Alternatives
	You do not have to take part in this study. Your choice of whether to participate in this study will not affect your medical care.


If you are interested in learning more about this study, please read the details below.

Information on Research
Background:
Alpha-1 antitrypsin deficiency (AATD) is a rare genetic disease that occurs when people have very low levels of Alpha-1 in their bloodstream. Alpha-1 is a protein made in the liver that protects lung tissue from an enzyme called elastase. If not controlled properly by Alpha-1, elastase can attack the healthy lung which causes progressive damage to the lung, which leads to Chronic Obstructive Pulmonary Disease (COPD) and emphysema.

Study Purpose:
We are asking you to participate in this research study to establish a cohort of AATD patients with accurate medical test results that we can follow as a prospective longitudinal study. A longitudinal study is a study where data is collected ongoing for a long period of time. Your participation in this study is longitudinal, if you wish to participate you will be considered part of the study. Our goal is to create a de-identified, public use, repository database with the ability to query participant data based on specific characteristics and retrieve an extensive set of multidisciplinary participant measures who match the search criteria.

We would like to provide a platform from which patients can be easily identified and recruited for future clinical studies. The database/repository will be a secure, query-enabled research portal with capacity for data sharing accessible to all participating investigators. The repository will be located at the Alpha-1 Foundation and will be managed by the Principal Investigator (PI) at Columbia University Irving Medical Center (CUIMC), Jeanine D’Armiento, MD, PhD as well as the Alpha-1 Foundation IT team to ensure proper security guidelines. This study is being performed in multiple hospital and University Centers in the United States. There will be about 30 participants enrolled at University of North Carolina, Chapel Hill. Only the PI, coordinators and investigators that are part of this study will have access to this database.
De-identified data will be available through an open-source secure encrypted platform. This will allow other researchers to request de-identified data access with an approved IRB protocol. We expect that this will unify the Alpha-1 researchers with one accurate database and hopefully have greater enrollment for large scale studies for this rare disease.

Study Procedures:
With collaboration of the Alpha-1 Foundation and the collaborating sites, we plan to:

(1) Establish a prospective cohort of AATD patients
(2) Collect uniform and relevant clinical data including:
Medical History:
Demographics, medical history and medication history.

Complete Pulmonary Function Test:

Complete pulmonary function testing will be performed including spirometry, DLCO (measurement of diffusing capacity of the lungs for carbon monoxide) and lung volumes

Chest-CT scans:

A diagnostic chest CT with inspiratory and expiratory views will be performed to assess baseline emphysema. Patients will undergo CT scan on enrollment, 18 months and again at 36 months (±3 months) to determine the changes to the CT emphysema results. An 18-month interval has been chosen to allow sufficient time between scans to detect a clinically significant change in CT metrics of emphysema and lung density.

Questionnaires:
To evaluate the impact of AATD on overall health and daily life we will ask you to complete the following questionnaires - St. George’s Respiratory Questionnaire (SGRQ), COPD Assessment Test (CAT), the San Diego Breathless Questionnaire, BCSS (Breathlessness, Cough and Sputum Scale), Patent Health Questionnaire 9 (PHQ-9), Chronic Liver Disease Questionnaire (CLQD), Short Form Health Survey SF-36 (SF-26), Exposure Questionnaire and monthly Alpha-net Exacerbation Questionnaire.

(3) Collect biomedical informatics:
Blood specimen:
At initial enrollment visit you will have blood samples collected for analysis in the ongoing clinical trial as well as for banking to for a biorepository for future AATD studies. The analysis for the ongoing clinical trial will include clinical laboratories and Alpha-1 specific markers

· iPSCs:
Some of the blood collected at your first visit will be frozen and later used to create a type of stem cell called “induced pluripotent stem cells”, or iPSCs. Stem cells are a special kind of cell that can develop into many different cell types. Under certain experimental conditions, iPSCs can be directed to grow into any type of tissue or organ. iPSCs can also live indefinitely in the laboratory.  

iPSCs generated in this study will be maintained in a repository, based at Boston University, and will be used for medical research and/or to develop commercial research tools to create safer and more effective drugs. Not all sites will participate in the collection of iPSCs. Please review the iPSCs clause at the end of this consent form and initial next to the appropriate option.

We may give or sell this cell line and its derivatives and limited medical information about you to other researchers. These include other academic, non-profit and for-profit entities, including but not limited to hospitals, universities, cell/tissue storage banks, and businesses. Any sample which is shared with future investigators will only be identified with a random code and it will not be possible to know whom this sample came from. Samples (blood cells, the stem cell line and its derivatives) obtained from you in this study may be used in the development of one or more diagnostic or therapeutic products which could be patented and licensed by those involved in the research or development of such products. There are no plans to provide financial compensation to you should this occur. 

If you decide not to participate following the collection of your cells and/or the creation of your iPSC line, your cells and related medical information will be destroyed. Importantly, in cases in which your iPSC line has been created and shared with other investigators, it may not be possible to destroy shared material.

At the present time, research on your iPSCs is not likely to provide any information on your personal health. If your iPSCs do provide information about your personal health, we do not plan to provide you with this information. There may be a rare instance where we find information that we believe is urgently related to your health. In this very unlikely event, we may contact you to give you a choice about whether or not to learn the information.

· Genetic Analysis:
AAT Genotype sample: DNA is the material that governs the inheritance of many human traits, such as hair and eye color or the risk of some diseases. DNA is contained in most of the cells that make up the body’s tissues. DNA carries the instructions for your body’s development and functions. A piece of DNA that determines a specific function of a cell is called a “gene.” Abnormalities in the information in a gene can lead to disease.

We will run tests to check which mutations (changes in DNA) you have to confirm that you have Alpha-1-Antitrypsin Deficiency and mutations that allow you to participate in the study. If the result of this test is not received before the Day 1 Visit, a previous genotype lab report in your medical record can be used to verify your eligibility. If the study genotype test does not confirm the mutations in your patient file, you may need to leave the study.

We will perform whole exome sequencing, and complete SERPINA1 sequencing to ensure that any mutations of Alpha-1 are identified.

· Dried Blood Spot: Dried blood spot (DBS) specimens have been used for genetic screening in several diseases. The current study would collect DBS cards along with blood serum for alpha-1 screening purposes.

Urine specimen:

A urine pregnancy sample will be collected at each visit.

Sputum specimen:
An expectorated sputum sample will be collected as part of the study. To expectorate means to cough up or spit out and sputum is a mixture of saliva and mucus from the respiratory tract.

If you were to experience an acute exacerbation of COPD (AECOPD) such as increased cough, sputum, shortness of breath requiring oral or IV steroids and/or antibiotics, you will be asked to contact the study team and return to the center within 7 days for sample collection. At the time of exacerbation visit, repeat blood biomarkers will be obtained. No sputum specimen will be collected during exacerbations.

Given the current COVID-19 pandemic some procedures may be deferred or done virtually. 

Not all sites will participate in the collection of sputum specimen. Please initial below next to the appropriate option.

_____ Yes, I agree to the collection of my sputum specimen

_____ No, I do not agree to the collection of my sputum specimen

_____ Not Applicable as this study procedure will not be conducted at the site of University of North Carolina, Chapel Hill
(4) Develop a secure, de-identified, public use database with the ability to query participant data upon appropriate IRB documentation approval.
One of the largest obstacles in AATD research is the identification of patients and once identified, a way to easily obtain relevant biomarkers that correlate with disease severity and progression of disease. This study proposes to create an open access database facilitated by REDCap data entry (well-known clinical database password protected), with public access to de- identified information made available through an i2b2 (de-identified, public use, database) query module. This de-identified fully integrated and user-friendly database will be managed at the Alpha-1 Foundation by the Principal Investigator –Jeanine D’Armiento, MD, PhD – as well as the Alpha-1 Foundation Study Team.

(5) Provide a platform from which patients can be easily identified and recruited for future clinical studies.
The goal of the proposed study will be to obtain uniform, longitudinal, complete and accurate data that can be organized and made available for the public to query.

Patients will visit their study site at 18 months (±3 months) and 36 months (±3 months) post baseline visit for an interim visit with clinical questionnaires, blood and sputum samples.
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Risks:

Blood Draw

Risks of having blood drawn are soreness and/or a black and blue mark at the site from where the blood is drawn. Sometimes, people feel uncomfortable at the time of the blood draw.

Occasionally people feel lightheaded or faint. There is also a small risk of infection whenever blood is drawn

Confidentiality 
Even without your name and other identifiers, your genetic information is unique to you. There is a potential risk that someone will identify you from your genetic information or learn something about you by looking at your genetic information; this risk may increase in the future as technologies advance and more researchers study your genetic information. The Genetic Information Non-Discrimination Act (GINA) is a federal law that prevents insurance companies from using your genetic information to deny health insurance coverage. The law also prevents employers from getting or using genetic information for employment-related decisions.

However, the law does not prevent companies that provide life insurance, disability insurance or long- term care insurance from using genetic information. See the section on "Genetic Research" for additional information on this matter.

Pulmonary Function Testing 
If you take part in this research study, you will have at two pulmonary function tests performed. The risks of pulmonary function testing include dizziness during the tests, dyspnea or coughing during the test, or an acute episode of bronchodilation due to deep inhalation.

Questionnaires
Participants may feel bored, tired or uncomfortable with answering some of the questionnaire questions. Participants do not have to answer questions they do not feel OK with answering.

Induced Sputum
Induced sputum is a method that has been used many times in the study of COPD. There is a small risk of chest tightness from breathing in the saline. This risk is rare and usually is not severe and can be treated. The staff giving you the procedure will monitor and treat you if necessary. If you have chest tightness during the procedure, we will give you medicine to open your airways and reverse the chest tightness.

CT scan
This research study involves exposure to radiation. This radiation exposure is not required for your medical care and is for research purposes only. The radiation exposure is necessary to obtain the research information desired. The total amount of radiation that you may receive in this study is approximately 4.11 mSv over 3 years. For comparison, the average person in the United States receives a radiation exposure of 3mSv per year from natural background sources. The radiation dose that you will receive in this study is equivalent to the radiation exposure that everyone receives in 1.4 years from natural background radiation.

Incidental findings 
Although the imaging you will have in this study is being undertaken for research purposes only, it is possible that doctors may notice something that could be important to your health. Although not likely, it is possible that the doctors may notice something that may be very serious and could immediately affect your life. If so, we will contact you to explain what was observed. If you so desire, we will also talk with your private physician. If you do not have a private physician, we will refer you to an appropriate clinic for follow-up. It will be your choice whether to proceed with additional tests and/or treatments to evaluate what we observed, and you or your insurer will be responsible for these costs.

There may be risks or side effects which are unknown at this time.

Benefits
There are no direct benefits from participating in this study. However, this study may help the Alpha-1 community by supporting research whose goal is the find a cure for Alpha-1.

Alternatives
The alternative is to not participate.

Confidentiality
Any information collected during this study that can identify you by name will be kept confidential. We will do everything we can to keep your data secure, however, complete confidentiality cannot be promised. Despite all of our efforts, unanticipated problems, such as a stolen computer may occur, although it is highly unlikely.

Your specimens and data will be assigned a code number and separated from your name or any other information that could identify you. The research file that links your name to the code number will be kept in a locked file cabinet and only the investigator and study staff will have access to the file.

Your participation in this research study will be documented in your electronic medical record. This record can be viewed by authorized personnel from Columbia University Irving Medical Center, Weill Cornell Medical Center and New York-Presbyterian Hospital and its affiliated institutions, because these institutions share their electronic medical record system. Study monitors and others who provide oversight of the study may also need to access this record.

Access to your health information is required to be part of this study. If you choose to take part in this study, you are giving us the authorization (i.e., your permission) to use the protected health information and information collected during the research that can identify you. The health information that we may collect and use for this research may include medical history, however the study does not involve collection of health information that is considered sensitive (e.g., HIV, drug and alcohol abuse or mental health information).

If you are receiving care or have received care within this health system (outpatient or inpatient), results of research tests or procedures (i.e., laboratory tests, imaging studies and clinical procedures) may be placed in your existing medical record.

If you have never received care within this health system (outpatient or inpatient), a medical record will be created for you to maintain results of research tests or procedures.

Results of research tests or procedures may be placed in your medical record. All information within your medical record can be viewed by individuals authorized to access the record.

Information about you may be obtained from any hospital, doctor, and other health care provider involved in your care that is needed for this research purpose, including authorities from University of North Carolina, Chapel Hill.

Your research information that is shared with University of North Carolina, Chapel Hill and Columbia University Irving Medical Center and New York-Presbyterian Hospital will not be shared outside of those listed in the study protocol.

Your data, biological samples and health information will be assigned a code number and separated from your name or any other information that could identify you. The research file that links your name to the code number will be kept in a locked file cabinet and scanned into a password-protected computer and only the investigator and authorized study staff will have access to the file.

This research is covered by a Certificate of Confidentiality from the National Institutes of Health. The researchers with this Certificate may not disclose or use information, documents, or biospecimens that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have consented for this use. Information, documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else who is not connected with the research except, if there is a federal, state, or local law that requires disclosure (such as to report child abuse or communicable diseases but not for federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see below); if you have consented to the disclosure, including for your medical treatment; or if it is used for other scientific research, as allowed by federal regulations protecting research subjects.

The Certificate cannot be used to refuse a request for information from personnel of the United States federal or state government agency sponsoring the project that is needed for auditing or program evaluation by the NIH which is funding this project. You should understand that a Certificate of Confidentiality does not prevent you from voluntarily releasing information about yourself or your involvement in this research. If you want your research information released to an insurer, medical care provider, or any other person not connected with the research, you must provide consent to allow the researchers to release it.

The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or local law.

The Certificate of Confidentiality will not be used to prevent disclosure for any purpose you have consented to in this informed consent document.

The following individuals and/or agencies will be able to look at, copy, use, and share your research information:

· University of North Carolina, Chapel Hill
· The investigator, study staff, Columbia University staff, New York-Presbyterian Hospital staff and medical professionals who may be evaluating the study or providing services for the study including the Observational Safety Monitoring Board (‘OSMB’)

· Authorities from Columbia University Irving Medical Center and New York-Presbyterian Hospital, including the Institutional Review Board ('IRB') and The Office of Human Research Protections ('OHRP')

· The sponsor of the Research, National Institute of Health, and its agents and contractors (together "Sponsor"); and

· Representatives of government agencies, review boards, and other persons who watch over the safety, effectiveness, and conduct of the research.

· The Alpha-1 Foundation Biomarker Study Team through the policies and procedures of the Alpha-1 Foundation Research Registry

To maintain the integrity of this research study, you generally will not have access to your protected health information and test results related to this research until the study is complete. At the conclusion of the research, after publication of the data and at your request, you generally will have access to this information.

You will be asked to sign a separate form ("HIPAA Authorization") to allow researchers to review your medical records.

Compensation
Parking vouchers will be provided to participants at the CUIMC site. On days where imaging will be performed, compensation will be provided to the participants. Amount varies by site, kindly contact the site closest to you for further details.

Additional Costs
There are no costs to you for taking part in this study.

What will happen if you are injured by this research?
All research involves a chance that something bad might happen to you. If you are hurt, become sick, or develop a reaction from something that was done as part of this study, the researcher will help you get medical care, but the University of North Carolina at Chapel Hill has not set aside funds to pay you for any such injuries, illnesses, or reactions, or for the related medical care.

Care for such injuries will be billed in the ordinary manner to you or your insurance company. The NIH has not made any provision for monetary compensation in the event of injury resulting from the study. In the event of such injury, treatment will be provided, but it is not provided free of charge. Since this is a research study, payment for any injury resulting from your participation in this study may not be covered by some health insurance plans.

If you become ill or physically injured during this study, please contact your doctor right away. You will not be compensated in the event of injury due to taking part in this study. You do not give up any of your legal rights by signing this consent form, including your right to pursue a claim through the legal system.

If you think you have been injured from taking part in this study, call Dr. Drummond at 919-966-7054. He will let you know what you should do.

Voluntary Participation
Taking part in this study is your choice. You can decide not to take part in or withdraw from the study at any time without penalty or loss of benefits to which you are otherwise entitled. Your choice will not affect the treatment you receive from doctors and staff at University of North Carolina, Chapel Hill. 

Future Research Use of Private Information and/or Biospecimens
We would like your permission and acknowledgment of the above consent form in regard to keeping your private information (e.g., data containing personal information) and biospecimens (e.g., blood, and sputum samples, PFT and CT scans) collected in this study for future research and storage in the de-identified database/repository. The future research may be similar to this study or may be completely different. Your private information and biospecimens will be stored indefinitely or until used. Your private information and biospecimens will be labeled with a code that only the study doctor can link back to you.

If you give us permission now to keep your private information and biospecimens, you can change your mind later and ask us to destroy it. However, this would mean you no longer will be able to participate in the study and once we have analyzed your private information and biospecimens, we may not be able to take it out of our future research.

Future research use of your private information and biospecimens will be conducted in compliance with applicable regulatory requirements and approved IRB documents.

You will not find out the results of future research on your private information and biospecimens. Allowing us to do future research on your private information and biospecimens will not benefit you directly.

The private information and biospecimens used for future research may be used for commercial profit. There are no plans to provide financial compensation to you should this occur.

Initial your choice below:

_____ Yes, I agree to allow my private information and biospecimens to be kept in the de- identified database at CUIMC (and moved if to an alternate site if administratively decided by the Alpha-1 Foundation) as part of the Alpha-1 Foundation Research Registry and used for future research.

_____ Yes, I agree to allow my private information and biospecimens to be kept in the de- identified database at CUIMC (but never moved) as part of the Alpha-1 Foundation Research Registry and used for future research.

_____ No, I do not agree to allow my private information and biospecimens to be kept in the de- identified database and used for future research.

Future Research Use of iPSCs
We would like your permission and acknowledgment of the above consent form in regard to keeping your blood sample collected in this study and iPSCs created from it for future research and storage in the de-identified database/repository. The future research may be similar to this study or may be completely different. Your blood and iPSC samples will be stored indefinitely or until used and will be labeled with a code that only the study doctor can link back to you.

If you give us permission now to keep these samples, you can change your mind later and ask us to destroy them. However, once iPSCs have been shared with other researchers, it might not be possible for all samples to be destroyed.

Initial your choice below:

_____ Yes, I agree to allow my blood and iPSC samples to be kept in the de-identified database at Boston University (and moved to an alternate site if administratively decided by the Alpha-1 Foundation) as part of the Alpha-1 Foundation Research Registry and used for future research.

_____ Yes, I agree to allow my blood and iPSC samples to be kept in the de-identified database at Boston University (but never moved) as part of the Alpha-1 Foundation Research Registry and used for future research.

_____ No, I do not agree to the collection of my blood to create iPSCs and do not agree for these samples to be kept in the de-identified database and used for future research.

_____Not Applicable, as this study procedure will not be conducted at the site of University of North Carolina, Chapel Hill.
Future Research Use of Genomic Data Sharing (GDS)
We would like your permission and acknowledgment of the above consent form in regard to keeping your genetic and other relevant study data collected in this study for future research and storage in the de-identified database/repository. Research results from these studies will not be returned to you.

A federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:

· Health insurance companies and group health plans may not request your genetic information that we get from this research.

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.

· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.

Be aware that this federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, nor does it protect you against genetic discrimination by all employers.

Only researchers who apply for and get permission to use the information for a specific research project will be able to access the information. Your information stored in these databases will not include any identifying information. We will replace identifying information with a code number. We will keep a master list that links your code number to your identifying information here at the CUMC. Only certain study personnel for this study at CUMC will have access to this master list. Researchers approved to access information in the controlled-access database will agree not to attempt to identify you.

Risks: The risk of sharing your genomic data is that someone could link the information stored in the databases back to you. If your information suggested something serious about your health, it could be misused. For example, it could be used to make it harder for you to get or keep a job or insurance or be used to discriminate against you or your family. There may also be other unknown risks.

Benefits: There is no direct benefit to you from sharing your genomic data. Allowing researchers to use your data may lead to a better understanding of how genes affect health. This may help other people in the future.

If you give us permission now to keep your genetic data, you can change your mind later and ask us to destroy it. However, this would mean you no longer will be able to participate in the study and data already distributed for approved research use cannot be retrieved, and we may not be able to take it out of our future research. If you do not make such a request, your genetic data will be stored indefinitely or until used.

Initial your choice below:

_____ Yes, I agree for my genetic and other relevant study data, to be kept in the de-identified database at CUIMC (and moved if to an alternate site if administratively decided by the Alpha-1 Foundation) as part of the Alpha-1 Foundation Research Registry and used for future research.

_____ Yes, I agree for my genetic and other relevant study data to be kept in the de-identified database at CUIMC (but never moved) as part of the Alpha-1 Foundation Research Registry and used for future research.

_____ No, I do not agree for my genetic and other relevant study data to be kept in the de- identified database and used for future research.

Permission to being contacted for future research studies
We would like your permission to contact you in the future in the case you might be eligible for future research studies. If you give us your permission to retain your contact information, we could reach out to provide you information on new studies which you might be interested in participating in. If you give us permission now to keep your contact information, you can change your mind later and ask us to not contact you further. Any research study information provided you will have the choice to hear more about it or pass on the opportunity to participate.

Initial your choice below:

_____ Yes, I agree for my contact information to be retained and give permission to being contacted in the future for future research studies I might be eligible for.

_____ No, I do not agree for my contact information to be retained and do not give permission to being contacted in the future for future research studies I might be eligible for.

Additional Information
If you have any questions, concerns, or complaints about the research or a research-related injury including available treatments, please contact the study doctor. You may contact Michael Bradley Drummond, MD, MHS at 984-974-2963 or after hours at 919-216-1868.
This research is being overseen by WCG IRB. An IRB is a group of people who perform independent review of research studies. You may talk to them at 855-818-2289 or researchquestions@wcgirb.com if: 

· You have questions, concerns, or complaints that are not being answered by the research team.

· You are not getting answers from the research team.

· You cannot reach the research team.

· You want to talk to someone else about the research.

· You have questions about your rights as a research subject.

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.

Statement of Consent
I have read the consent form and talked about this research study, including the purpose, procedures, risks, benefits, and alternatives with the researcher. Any questions I had were answered to my satisfaction. I am aware that by signing below, I am agreeing to take part in this research study and that I can stop being in the study at any time. I am not waiving (giving up) any of my legal rights by signing this consent form. I will be given a copy of this consent form to keep for my records.

Participant Signature Lines:
[image: image2]
Printed Name of Participant

[image: image3]
Signature of Participant
Date

Researcher Signature Lines:
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Printed Name of Person Obtaining Consent
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Signature of Person Obtaining Consent
Date
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