
Long-term Oxygen Treatment Trial (LOTT)

Consent for Enrollment, Randomization, and Biospecimen Banking
March 2013 Protocol
[Delete biospecimen section if not yet proceeding with biospecimen portion of protocol]
Introduction

We are inviting you to join a research study funded by the National Heart, Lung, and Blood Institute (NHLBI) and the Centers for Medicare and Medicaid Services.  The Long-term Oxygen Treatment Trial (LOTT) will take place at 14 regional clinical centers and their associated sites.  The LOTT will enroll over 700 people across the United States.  This site ____ [name of site] ____ is associated with the ____ [name of RCC] ____ regional clinical center.  We expect __ [specify number] __ patients to enroll at this site.   The ___ [name of RCC] ___ regional clinical center expects to enroll a total of 81 patients across all of their associated sites.
why is this study being done?

This study is investigating the effects of oxygen therapy in two types of patients with Chronic Obstructive Pulmonary Disease (COPD).  We already know that 24-hour oxygen therapy improves and prolongs the lives of people with COPD who have a very low level of oxygen in their blood at rest, but we don’t know if oxygen therapy helps two other types of people with COPD:

· COPD patients who have a moderately low level of oxygen in their blood at rest
· COPD patients who have normal blood oxygen level at rest but low or very low blood oxygen during exercise
This study will help us understand if oxygen therapy is helpful for these two types of COPD patients.
what treatment is done in this study?

At the end of the screening process, if you are still eligible and still want to join the study, we will randomly assign you to one of two treatment groups.  “Randomly” means by chance, like a coin toss.  Neither you nor your doctor may choose your treatment group.  
· One group will use oxygen every day and night for the whole study.  The oxygen use will be tailored to your needs in one of two ways:

· If you have moderately low blood oxygen at rest, you will use the oxygen all the time (24-hour oxygen)

· If you have normal blood oxygen at rest but low or very low blood oxygen during exercise, you will use the oxygen during physical activity and during sleep.

· The other group will not use oxygen.
It is important to remember that neither treatment is known to be better for you than the other.  You should be willing to be in either treatment group before you agree to take part in this study. 
Which COPD patients qualify to receive oxygen through Medicare under current medical practice?

· If you have very low oxygen at rest, you can get 24-hour oxygen from Medicare now, without enrolling in LOTT.
· If you have very low oxygen during exercise or sleep, you may qualify to receive oxygen from Medicare for use during exercise or sleep.  The study doctor can tell you if you qualify.  If you are in this category and you are uncomfortable about not receiving oxygen, then you should not enroll in LOTT.
How do we determine if you are eligible for LOTT? 
We are inviting you to complete a series of screening tests and questionnaires.  The test results and your questionnaire answers will help us decide if you are eligible to join the study.  If you want to join the study and sign this consent form, we will start the tests and we will keep your information in a database.

To be eligible for the LOTT study, you must meet certain criteria, including at least the following:  you must be at least age 40 years and you must have COPD.  You must have a moderately low level of oxygen in your blood at rest or a low or very low level of oxygen in your blood during exercise.  You must be in a stable state of health when you complete the screening tests.  You must agree to use oxygen as prescribed if you are assigned to oxygen treatment.  You must be willing to return for all follow-up visits, participate in follow-up phone calls, keep records of your oxygen use if assigned to oxygen, and complete and return the study questionnaires that will be mailed to you.  You must sign a contract agreeing not to smoke while using oxygen. 
The screening process may take several days to complete and will take place at __[specify location(s) where patient will complete LOTT screening; indicate if patient must go to a separate RCC as well as this site to complete  screening]__.  To see if you can join the study, we will:

1.
Ask you to fill out some questionnaires that ask about your health, how you feel, and for information such as your age and race.

2.
Give you a breathing test in which you blow hard into a machine called a spirometer.  You will do this before and after inhaling a medicine called albuterol (a bronchodilator) to open up your airways.

3.
Measure your blood oxygen level while you are resting and breathing room air.  This will be done with a monitor, most likely on your finger.  There is no needle stick. 
4.
Measure your blood oxygen level while you are walking for 6 minutes and breathing room air.  This will be done with a monitor, most likely on your finger.  There is no needle stick.  If your resting heart rate or blood pressure is high, the physician must review a resting EKG (electrocardiogram) done in the past 6 months before you may complete the walk test.  If you have not had the resting EKG and it is needed, it will be done before you complete the walk test.  The EKG checks for problems with the electrical activity of your heart.  During this test, you will lie quietly on a table or bed, and several electrodes (metal discs) will be attached to the skin of your chest, arms, and legs.  The electrodes have wires which are attached to a machine that traces your heart’s activity on paper.      
5.
Measure your height, weight, pulse and blood pressure.

6.
Check for ankle swelling.

7.
Draw blood (about 1 tablespoonful) from a vein to measure your hematocrit (the percentage of blood that is taken up by red blood cells) and hemoglobin (a blood protein relating to oxygenation contained in your red blood cells).  If you are not smoking or using other products with nicotine, we will also measure the cotinine (an indicator of tobacco smoke exposure) level in your blood.  [Increase amount to 1-2 tablespoonfuls and add A1AT (a protein that is abnormally low in some COPD patients) to the measurement list if doing Expanded Data Collection]
8.
We will collect and analyze your Medicare claims data for the year prior to entering the study to obtain additional data about your medical history.
It will likely take a few days but it may take up to two months to review your information and decide if you are eligible to join the study.  If you are not eligible, you cannot continue in the study and we will forward your test results to your doctor with your permission.
What if I am using oxygen now?
If you are using oxygen now, you may still be able to enroll in the LOTT study, depending on your blood oxygen level when you are breathing room air.  If you meet the criteria for enrolling in LOTT, then you and your physician must agree that you will stop using home oxygen for at least 4 days.  We ask you to do this to make sure that you are comfortable and able to manage your COPD without oxygen.  If you do well while not using oxygen for 4 days and if you and your physician agree that you will follow the treatment assigned to you by LOTT, then you may participate in LOTT.  Your physician must agree in writing that he/she will cancel your prescription for home oxygen if you are assigned to no oxygen treatment in LOTT.  We want to make sure you can manage without oxygen and that your physician will agree to stop your oxygen before you are assigned to a LOTT treatment group.
What happens if I am eligible for the study?
If you are eligible, we will ask you to return for a second visit.  This visit will take place at ___ [indicate site] __ and will take about 1 hour.  At this visit, we will ask you questions about your health since the last visit and, if you are still eligible and still want to join the study, we will randomly assign you to one of the two treatment groups.  
What will happen in the study?

There are two different treatment groups.
If you are in the oxygen treatment group:

1. We will prescribe everyone both a portable oxygen system and a stationary oxygen system.  Everyone assigned to oxygen will use the portable system whenever they are physically active.  Everyone assigned to oxygen will use the stationary system at night during sleep.  If you are prescribed 24-hour oxygen, you will also use the stationary system during the day at home when you are not physically active.  An oxygen supply company will deliver the equipment to your home and will service it regularly (usually monthly).  If you already have oxygen equipment at home and are assigned to the oxygen group, then you will restart using your oxygen at the LOTT prescribed dose.  We will work with your oxygen company to start billing the oxygen as a LOTT service.  This may require that you change your oxygen company, but we will try to make this work with the company of your choice.  If you do not have oxygen equipment in the home and are assigned to the oxygen group, we will arrange for delivery of oxygen equipment to your home and teach you how to use it.
2.
We will ask you to return to the clinic shortly after you receive your portable oxygen system.  This visit will take about 1 hour.  During this visit, we will determine how much oxygen you should use when walking and will show you how to use the oxygen equipment. We will also give you a form for you to keep over the next two months.  This form asks for information on use of your oxygen equipment, such as meter readings and counts of tanks of oxygen emptied or amount of oxygen delivered to your home.  Two months from this visit, and every two months until the end of the study, we will send you three items:  a new blank form for you to complete over the next two months, a form on which you may mark any changes to your equipment, and a stamped envelope to use to return the completed forms to the clinic. 
3.
We will call you weekly for the first month to see how you are doing with the equipment and answer any questions you may have.

4.
After the first month, we will call you monthly for five months and then every two months until it is time for your 1 year visit to see how you are doing with the equipment and answer questions.
If you are in the group that does not use oxygen:

1.
If you have oxygen equipment in the home and are assigned to the group that does not use oxygen,  we will work with you, the physician who prescribed the oxygen, and your oxygen supply company to have the equipment removed from your home.

2.
We will call you one week after you are assigned to the group that does not use oxygen to see how you are doing and answer any questions.
3.
At any time during the study, if you become severely hypoxemic at rest (have very low blood oxygen at rest), then supplemental oxygen will be prescribed for you. 
Both treatment groups will:

1.
Return for a clinic visit at__ [specify site(s)] __, which will last about 4 hours, each year for up to 7 years.  At each of these visits, you will complete some of the same tests and questionnaires that you completed at the start of the study.  At the 1 year visit, if you are not using products with nicotine, we will draw about 1 tablespoonful of blood from a vein and measure the cotinine (nicotine) in your blood.
2.
Receive two phone calls each year for up to 7 years.  You will be asked about your health and use of oxygen since the last call or visit.  Each call will take about 5-10 minutes.  The first call will occur 4 months after you are assigned to treatment.  Thereafter, the calls will occur 4 months before and 4 months after your yearly clinic visit. 
3.
Complete questionnaires by mail once in the first year and once in the second year.  We will mail you two of the questionnaires that you completed during screening 4 months after you are assigned to a treatment group and again 4 months after your clinic visit at 1 year.  Each time, we will provide a stamped addressed envelope for you to return the questionnaires to us. 
4.
Complete additional visits if needed, to adjust your oxygen treatment (e.g., if you have a COPD exacerbation and need to start or change your oxygen use).

5.
Sign a release of medical records form each year.
6. 
We will collect and analyze your Medicare claims data for the time you are in the study to obtain additional data about your medical history.
How long will I be in the study?

If you are able to take part in this study, your participation will last at least 1 year and up to the projected end of the study in December 2015. 
When will I be informed of the results of the study?

The results from this study will not be available until the study is completed.  You will be informed about the study results as soon as they are available.
Are there reasons I might leave the study early?

Taking part in this study is up to you.  You can decide to stop at any time and do not have to give a reason.  If you decide to leave the study, this will not affect your regular medical care or health benefits.  You should tell the study doctor if you decide to leave the study.  The study doctor will forward your study records to your doctor with your permission.

In addition, we may need to stop you from taking part in this study at any time if we think it would be best for you or if the study is stopped.

You are expected to return for study visits regardless of your treatment.  If you are assigned to no oxygen and start oxygen, we still want you to complete visits.  Likewise, if you are assigned to oxygen and it has to be stopped for some reason, we still want you to complete visits.

What are the risks of the study?
1.
It is possible that the use of oxygen by patients with moderately low levels of oxygen at rest or a normal level at rest but low blood oxygen during exercise could make their lungs worse.  

2.
Using oxygen can be inconvenient.  The tube used for breathing the oxygen could cause you or others to trip.

3.
Some people feel self conscious when using oxygen in public.  You should think about how you would feel if assigned to oxygen and how you would use it.  You should discuss any problems that you foresee with the staff now.  If you enroll and are assigned to oxygen, you should always feel free to discuss any problems that you have with using oxygen with the LOTT staff.  One of their jobs is to help you use your oxygen treatment.

4.
Using oxygen can be drying to your nose, causing an uncomfortable feeling in your nose or causing nosebleed or bloody nasal discharge.  Drinking lots of fluids (to keep yourself hydrated) and using a saline spray or gel inside your nostrils can help.  If you use anticoagulant medication (blood thinners such as heparin or warfarin or aspirin), you should seek medical attention if bleeding persists despite compression.
5.
People who use oxygen need to be careful around open flames, such as stoves, candles, fireplaces and barbecue grills, because anything that is flammable will burn more easily in an oxygen-rich environment. You must not smoke while using oxygen.
6.
People who use liquid oxygen can be burned on the skin from frost buildup on the oxygen equipment.  You can choose the type of oxygen system you want to use.  The study staff or oxygen company staff will explain the advantages and disadvantages of each type.  

7.
The bronchodilating medication (albuterol) that you will inhale as part of the breathing test with the spirometer should open up the airways in your lungs.  People sometimes have side effects from this medication. These may include throat irritation, palpitations, nervousness, shakiness, stomach upset, headache, dizziness, weakness, sweating, and chest pains.  These effects, if they occur, only last a few minutes.  Some people become lightheaded from blowing into the spirometer during the breathing test.  The staff giving you the breathing test will monitor and treat you if necessary.  Also, staff trained in emergency procedures and basic first aid will be available.

8.
The six-minute walking test may be tiring.  Some people become lightheaded from walking for six minutes.  The staff giving you the six minute walk test will monitor and treat you if necessary.  Also, staff trained in emergency procedures and basic first aid will be available.

9.
A needle will be inserted into your vein to draw blood at screening and at the 1 year visit.  The puncture site may become sore or bruised for a while, and some people become faint or dizzy when blood is drawn.  It doesn’t happen often, but the puncture site can become infected.

10.
You may be uncomfortable talking about your symptoms and how they affect your life.  You do not have to answer any questions that you don’t want to answer.

11.
If you are not in the group using oxygen and testing during study visits tells us that you have developed very low blood oxygen levels at rest, we will either refer you to your doctor who can prescribe oxygen treatment or the study doctor will prescribe it for you.  While using oxygen, you will continue to return to our clinic for visits to monitor your condition.  If your blood oxygen level improves, you can stop using oxygen. 

12.
There are no known reproductive risks.

13.
Taking part in this study might involve risks and side effects we don’t currently know about.  An outside panel of experts will regularly look at study data to monitor patient safety.  You will be told about any information that may affect your decision to stay in the study.

14.    There is a small risk of breach of confidentiality.  We have procedures in place to protect your information.

15.
If you enroll in LOTT and are assigned to the no oxygen group, we ask that you not use oxygen at any time unless you qualify for oxygen at rest under current medical practice (that is, unless you develop severely low blood oxygen at rest).   However, if you qualify for oxygen during exercise or sleep after you enroll in LOTT and are uncomfortable about not being prescribed it, we will work with you and your physician to come up with a solution that you are comfortable with.  It has not been shown that oxygen during exercise or sleep benefits patients who have normal or moderately low oxygen level at rest and low or very low oxygen level during exercise or sleep, and it is possible that the oxygen could be harmful.  At this point, we do not know if the oxygen is helpful, harmful, or has no effect.
Are there benefits for taking part in this study?

This study wants to find out if oxygen therapy helps people with a moderately low level of oxygen in their blood at rest or a normal oxygen level at rest but a low or very low oxygen level during exercise live longer, feel better, and avoid hospitalization.  If the study shows that oxygen helps these people, Medicare and other insurers may agree to pay for oxygen therapy for people like them.  If oxygen therapy helps such people, you could perhaps live longer and feel better by using oxygen.  But we do not know that it will help such people, so you may get no direct benefit from being in this study. 

Will I need to pay for tests and procedures?
If you have Medicare Part A and Part B, or if you are a Medicare Advantage patient (Medicare HMO patient, Medicare PPO patient), you may be enrolled in LOTT and Medicare will pay for the screening tests, follow-up tests, and oxygen therapy prescribed by the study. You will pay any deductible and co-payment amounts that Medicare requires.  We estimate that the co-payments for oxygen therapy (stationary and portable system) at about $100 per month in 2013.  The yearly deductible for all Part B services is $147 in 2013.  You may have other insurance such as Medigap that may help pay for deductible and co-payment amounts.  [Sites that are waiving copays and deductibles and have identified oxygen providers that will waive copays and deductibles should modify these statements to match their plans regarding copays and deductibles, but should mention that the provider will bill the patient’s Medigap policy for the amounts if the patient has a Medigap policy]
If you do not have Medicare Part A and Part B and are not a Medicare Advantage patient (Medicare HMO patient, Medicare PPO patient), you or your insurance company must pay for the screening tests, follow-up tests, and oxygen therapy prescribed by the study in order for you to participate in the LOTT. 

Will I receive any money for my participation in LOTT?

If you are assigned to a LOTT treatment group (oxygen or no oxygen), you will receive a $100 payment at or shortly after the visit when you receive your treatment assignment.  You will also receive a $100 payment whenever you complete an annual follow-up visit, either at the visit or shortly afterwards.  These payments are made to help cover the costs of your participation in this study. 
Additionally, if you are assigned to the oxygen treatment group, you will receive $350 each year to help you pay for your increased electricity costs. Using oxygen daily can increase your monthly electric bill, depending on the type of equipment you use and how much you use it.  The company supplying your equipment can provide an estimate of the electricity consumption by different equipment choices.  Stationary concentrators consume the most electricity.  We estimate that use of a stationary concentrator daily could increase your electric bill by about $29 per month or $350 per year.  The first payment will be provided shortly after you get your treatment assignment to oxygen.  After that, the payment will be made at or shortly after your annual clinic visit.
If you are found to be ineligible for LOTT after qualifying on the initial interview and starting at least one other screening test, you will receive $50 to help compensate for your time and effort.

Study staff will inform you if the study site reports these payments to the IRS as income payments to you. [Site should customize this text as needed to inform the patient of the site’s policy on reporting payments that the site makes to patients]
You or your insurance company must pay for medications, including inhalers and other drugs, which you use outside of the study.

What if I am injured because I took part in this study?

If you have side effects from the study treatment, you should report them to the study doctor or nurse at _______ [specify number] ______.  If you are injured or disabled because of participation in the LOTT, you can be treated at _________.  The costs for this treatment will be covered by ________.  However, ________ and the Federal Government do not have any program to compensate you or your family, if you are injured, disabled, or otherwise experience other bad effects which are not the fault of investigators, or die during the study.  [Each site to use their language on treatment for research related injuries]
Choosing to join or leave the study
Taking part in this study is your choice.  You decide whether to join the study.  You may leave the study at any time and you do not have to give a reason.  Leaving the study will not affect your regular medical care or your medical benefits.  If you choose to leave the study, tell your study doctor.  He or she will provide your regular doctor with your study records with your permission.

What other choices do I have if I do not want to take part in this research study?

Currently Medicare does not pay for oxygen therapy for people with moderately low levels of oxygen in their blood at rest or low level of blood oxygen during exercise or sleep outside of LOTT.  However, people who have a very low blood oxygen level during exercise or sleep may meet Medicare qualifications for oxygen during exercise or sleep.  You can still receive inhalers and drug therapy for your medical condition from your regular doctor.  You can also choose to have no treatment.

Who can answer my questions?

If you have any questions about the study, you can contact the study investigator, ____, at ______.  If you have questions about your rights as a research study participant, you can contact the study investigator at the number just provided or you can contact __ [IRB office contact person] ___ at _____. 
Confidentiality and your personal health information

Your privacy is very important to us.  To protect your confidentiality, we will use a study number and code instead of your name whenever possible to identify your information (e.g., on your tests and questionnaires). Your name, address, and telephone number will be known only to the site where you enroll, the regional clinical center associated with your site [RCCs edit as appropriate for their plans], the company that provides your oxygen equipment (if you are prescribed oxygen), and Medicare.  The link between your name and study number and code will be known only at the site where you enroll and at the regional clinical center associated with your site [RCCs edit as appropriate for their plans].  

Your test results and questionnaire responses, including your date of birth and zip code of residence, will be recorded on study forms, entered into a study computer file, and sent to the LOTT Data Coordinating Center in Baltimore, Maryland.  Your Medicare Health Insurance Claim (HIC) number and social security number will be recorded on a study form, entered into a study computer file, and sent to the LOTT Data Coordinating Center in Baltimore, Maryland, but this computer file will be separate from the computer file with your study questionnaire and test results.

Study computer files will be password-protected.  All paper records (such as questionnaires) will be kept in locked cabinets or in locked offices at your LOTT clinic __ [and the LOTT regional clinical center if applicable] __.

Your identifying information may be disclosed during a medical records review conducted by authorized personnel.  Access to your identifying information will be limited to authorized study staff.  You will not be identified in published scientific articles, reports, or presentations.

__ [This site] __ is committed to protecting your personal health information.  Federal laws also protect your privacy.  __ [This site] __ has agreements with other organizations to protect the confidentiality of your health information.  However, if this information is shared with an organization not covered by these policies and laws, there is a remote chance that it would no longer be confidential.  

In order to do this study, researchers will be collecting information about you and your health.  This will include your prior health history and medical tests or records from other sites.  The researchers will need to share your information in the following ways:

· If you are prescribed oxygen, we will provide your contact information (name, address, etc.) to the company providing your oxygen equipment.

· Your Medicare insurance number will be sent to the LOTT Data Coordinating Center in Baltimore, Maryland so that we may collect your Medicare claims.
· Your social security number will be sent to the LOTT Data Coordinating Center in Baltimore, Maryland so that we may search for you in electronic databases in case we lose track of you.  We may search for you in electronic databases after the study visits end.
· The results from your tests and questionnaires will be sent to the LOTT Data Coordinating Center in Baltimore, Maryland and will be shared with other LOTT researchers during the analysis of study findings.  These researchers are located at: Johns Hopkins University Bloomberg School of Public Health, Brigham and Woman’s Hospital, Cleveland Clinic Foundation, Denver Health and Hospital Authority, Duke University Medical Center, Kaiser Foundation Hospitals, Los Angeles Biomedical Research Institute at Harbor-UCLA Medical Center, Ohio State University, Temple University, University of Alabama at Birmingham, University of Michigan, University of Pittsburgh, University of Utah, University of Washington, Washington University of St. Louis, and their associated LOTT sites.

· The results from your tests and questionnaires may be sent to researchers at other sites who are approved by the LOTT Steering Committee to do other studies which use LOTT data; these researchers will not be given your name, address or telephone number, but may be given your social security number and Medicare number if required for their study.  
· The LOTT data and safety monitoring board will review study information for safety purposes.

·  SEQ CHAPTER \h \r 1At the end of the study, a dataset will be created and provided to the National Institutes of Health (NIH), the sponsor of this study.  The NIH will make this dataset available to other researchers.  This dataset will include your study data, but it will not include your name, address, telephone number, social security number, or Medicare number.
By signing this consent form, you are agreeing that we may use and share your study data as explained above.  There is no date when this agreement expires.  You do not have to agree to the above uses.  However, if you do not, you cannot take part in LOTT.  If, in the future, you decide to withdraw this permission after enrolling in LOTT, no new study data will be gathered from you after you withdraw your permission.  However, data gathered from you before you withdrew your permission will be used and shared as explained above.

By signing this consent form, you have not given up any legal rights that you otherwise would have as a participant in a research study.

By signing this consent form, you permit release of your medical records including but not limited to progress notes, operative notes, laboratory results, and diagnostic tests, to the LOTT study physician for regulatory and research purposes.  These medical records include records for care received outside of LOTT. 
If at any time you want to withdraw this consent, you must notify us in writing at:  _____ [specify name and address] ____. 

Consent for Storage and Use of a Collected Blood Sample [delete from here to Consent paragraph just prior to signature section if you have not submitted the protocol including biospecimens or are using a separate consent for biospecimens]
LOTT is collecting extra tubes of blood from participants who agree to donate extra blood samples.  A total of about 2 tablespoonfuls of extra blood will be collected.  DNA, the chemicals that determine heredity, and plasma [and serum, if doing Expanded data collection] will be obtained from the tubes of blood.

While the LOTT study is being done, the DNA and plasma [and serum, if doing Expanded data collection] will be stored at the Brigham and Women’s Hospital in Boston, Massachusetts.  After the LOTT is completed, any remaining DNA and plasma [and serum, if doing Expanded data collection] will be sent to the NHLBI.  During LOTT and afterwards, these samples may be used for research studies about COPD or other smoking-related illness or about other diseases.  Some studies might use your DNA sample to look at your genes and why people develop COPD.

You can agree to provide all, some, or none of these samples.  You can also choose how these samples may be used by researchers.

If you agree to provide these samples, study personnel will draw the blood from a vein.
Your samples will be identified by a code (rather than your name) when sent to the Brigham and Women’s Hospital.
It is your choice to give any or all or none of these samples.  Choosing not to give samples will not affect your participation in the LOTT or your medical benefits or regular medical care.  You have the right to withdraw or modify your consent to use your samples at any time.  To do this you would need to write to: ___ [specify name and address] ____.  Any leftover samples would be destroyed.

Your samples will be used for research.  You will not be paid for allowing your samples to be used in research.  Blood provided by you could be valuable for development of a new product that may be distributed commercially.  You are not entitled to any financial compensation should this occur.  There is no cost to you or your insurance company for any tests performed on the samples.

You or your doctor will not receive any results from the tests on your blood except in very rare cases where the researchers decide that a specific test result would provide important information about your health.  An outside researcher wishing to share such information with you would only be able to contact you through the LOTT study. 

BLOOD SAMPLE DONATION 

Please read the following statements and mark your choices.

A) I will donate the following blood samples

1.
I will donate a blood sample that will be used to obtain DNA.


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No     Initial here__________ Date__________

2.
I will donate a blood sample that will be used to obtain plasma.


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No     Initial here __________ Date __________

[if doing Expanded data collection, add: 

3.
I will donate a blood sample that will be used to obtain serum. 


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No     Initial here __________ Date __________]

If you do not want to donate any blood samples you should have marked the box No in all of the above questions and you should skip sections B and C below.

B) Choice of how samples may be used

1.
The blood samples I donate may be used for research on COPD or other smoking-related illness.


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No          Initial here________   Date______

2.
The blood samples I donate may be used for research on health problems not related to COPD or other smoking-related illness.


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No         Initial here________    Date______

C) Choice of who may use samples

1.
My donated blood samples may be used by LOTT researchers.


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No          Initial here________   Date______

2.
My donated blood samples may be used by researchers not participating in the LOTT.


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No          Initial here________    Date________
Consent

My signature indicates that:

· I want to join this research study as described above,

· This consent has been explained to me, 

· All of my questions have been answered and if I have more questions, I have been told whom to call, and
· I will receive a copy of this consent form after I sign it.

_______________________
  _________________________________             __________
Print Name                                 Signature of participant



  Date

________________________   _________________________________            ___________
Print Name                                 Signature of person obtaining consent 
              Date

________________________   _________________________________              __________

Print Name                                  Signature of LOTT investigator

              Date
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