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Introduction

Child/LAR/Proxy Statement

If You Are Making a Decision For Someone Else

Some people in this study may have a medical condition or a disability that does not allow them to make important decisions for themselves.  If you have been asked to decide for someone else whether they should be in this study, please read this consent form carefully.  

In this form, we use the words “you” and “your.”  If you are reading this form and deciding for someone else, the words ‘you’ and ‘your’ refer to that other person, not to you.

OR

Under certain circumstances, someone can give consent for another person to take part in research.  This person is the Legally Authorized Representative (LAR) or “participant by proxy.”  The LAR can make choices for the participant, if the participant is not able to make choices for him or herself.  A LAR can be a healthcare surrogate, a legal guardian, a spouse, an adult child or sibling of the subject.  .

In this form, we use the words “you” and “your.”  If you are reading this form and deciding for someone else, the words ‘you’ and ‘your’ refer to that other person, not to you.

Consider also using the following…

Your power as another person’s proxy begins when the doctor decides and documents in the person’s medical record that the person is unable to make health care or research participation decisions for her/himself, and ends as soon as he or she can make those health care or research participation decisions.

In making research participation decisions for this person, we ask you to make the decisions that the person would have made in that situation. If you do not know what the subject would have chosen, then you should decide what treatment or care would be best for her/him.
When reading the remainder of this form and deciding for someone else, the words ‘you’ and ‘your’ refer to that other person, not to you.
What is involved in the study? Study Design Statements

Double-Blind Statements

You Will Not Know Which Group You Are In

You will not know which treatment group you are in.  Neither will your study doctor.  This information needs to be kept secret so that the study is based on scientific results, not on peoples’ opinions.  However, we can obtain this information if you have an emergency.

OR

Neither you nor those taking care of you will know which treatment you have been assigned. However, we can obtain this information if your doctor needs to know about your study treatment to provide care.
If you are in an emergency, make sure you tell the emergency staff about this study.  They can contact us, and we will give them all relevant information.
Controlled/Comparison Trial
A Controlled trial is a study in which the experimental treatment procedures are compared to a standard (control) treatment or procedure.
OR

This study will compare the effects (good and bad) of <insert drug or intervention> with <insert commonly used drug or intervention> to see which one works better to treat <insert disease>.
Phases of Clinical Studies
Phase 1 studies
Phase 1 studies test the safety of a drug that’s being developed to see what effects (good and bad) it has on people with <insert disease>. 
OR 

Phase 1 studies test a drug that’s being developed to find the highest dose that can be given without causing severe side effects. 

Phase 2 studies
Phase 2 studies are done to find the best dose of a drug that’s being developed and to learn the effects (good and bad) this drug has on people with <insert disease>.
Phase 3 studies
Phase 3 studies are large studies to find out what effects (good and bad) a drug has on people with <insert name of disease>. 
Placebo
A placebo is a pill or a liquid that looks like medicine but does not actually include any medicine. It will have no medical effect on you.

OR

A placebo is like a sugar pill. It does not contain any active ingredients.
OR

A placebo controlled trial is a study in which the experimental treatment and or procedure(s) are compared to a placebo (an inactive ingredient) treatment and or procedure(s).

You Will Get A Placebo Sometime During This Study

Sometime during this study, we will give you a placebo for <insert length of time>.  This will allow us to see what your illness is like when you are not taking real medicine.  The study doctor will know when you are taking a placebo.  <Insert “He” or “She”> will watch you closely during this time to make sure your health does not get worse.
OR

At some point during this study you will get a placebo (an inactive ingredient) for <insert length of time> to learn the untreated extent of your <insert name of disease>. Those taking care of you will know when this occurs and you will be monitored closely.
Randomization
How We Decide Which Study Group You Will Be In

You will be "randomized" into one of the study groups described below. Randomization means that you are put into a group by chance. It is like flipping a coin.   Which group you are put in is done by a computer. Neither you nor the researcher will choose what group you will be in. You will have a <equal / one in three / etc.> chance of being placed in any group.  

OR

This study will have <Insert number> different groups of research subjects like you.  To decide which group you will be in, we will use a method of chance.  This method is like flipping a coin or rolling dice.  Each group will have different study <procedures or medication>.
OR

“The decision of who receives study drug and who receives placebo is random, like the lottery.  Nobody, neither you or us, will know who is receiving which. [optional: this will be kept secret until the end of the study when we all will know who received which pill.]  We can find out very quickly which group you are in should there be an important reason to know, such as an emergency.
OR
“In this study you will be put in one of two groups as a matter of chance.  One group will get the study drug we want to test.  The other group will get pills that look the same, but they will have no drug in them.  They have no medicine effect and are meant to hide which group is taking the study drug.  This is so our study doctors will not look harder at one group over the other.  This will give the study drug the fairest test and allow us to tell if it works.

Single Blind
You Will Not Know Which Group You Are In – But Your Study Doctor Will

You will not know which treatment group you are in, but your study doctor will know.  This information needs to be kept secret so that the study is based on scientific results, not on peoples’ opinions. However, we can give this information out if you have an emergency.

If you are in an emergency, make sure you tell the emergency staff about this study.  They can contact us, and we will give them all relevant information.
What is involved in the study? Study Procedure Statements
Allergen Challenge
Allergen challenge may take 30-60 minutes to complete.  The procedure consists of inhaling increasing doses of an allergen (grasses, weeds, trees).  After each dose of allergen a breathing test is performed.  This consists of taking a deep breath and blowing out hard into a tube while your nose is clipped.  The procedure will be stopped either after you show a significant change in pulmonary function or there is no response to the allergen.

Audio or video Recording
[Describe the setting, duration and procedures of recording session, and use, storage and security of recordings]

Parts of the recording of the session will be transcribed to written form, without identifying the speakers. The recording will be erased when all data from it have been reviewed and coded, not later than <insert number> days after the session.

Initial either 1 or 2:

[There are two options for #1. Choose the one that works best for your study.]

1.______I do not want to be audio/ video recorded in this study.  This means that I cannot participate in the study.  


Stop here and speak to Dr. ____.  Do not sign this form.

1.______I do not want to be audio/ video recorded in this study.  I understand I still can participate in other parts of the study. 

2.______I agree to be audio/ video recorded in this study.

[Optional:]

You may ask that the recorder be turned off at any point during the study if there is something that you do not want recorded.
Biopsies
Bone Marrow Biopsy
In this study we will take a sample of bone marrow from your <Insert Location> bone.  Before we take the sample, we will give you some numbing medicine on the skin outside your <Insert Location> bone.  After your skin is numb, we will push a special needle into the center of your <Insert Location> bone.  Then we will draw the bone marrow up into the syringe.  When we do this, you will have a “pulling” feeling as the marrow leaves the bone and goes into the syringe.  The area around the bone will be sore for a few days.

OR

The purpose of this procedure is to collect cells from your bone marrow. It will be done in the hospital/clinic and will take about 15 minutes. While you lie on your stomach, the skin over your hip bone will be cleaned with alcohol and iodine. A local anesthetic (numbing medicine) will be injected under the skin and into the outer covering of the bone. After the area is numb, a needle will be inserted into the bone. A syringe will be attached to this needle and a rapid suction movement (aspiration) will be made. The aspiration may be repeated several times so that an adequate number of bone marrow cells is obtained. There are no limitations on your activity after the procedure is over
Fat/Muscle Tissue Biopsy
In this study we will need to take <Insert Number> small sample(s) of your <Insert Muscle Tissue or Fat Tissue>.  This procedure is called a “biopsy.”  Before we take the sample(s), we will give you some medicine to numb the area.  We will then make a small cut in your skin and take the sample(s) by pressing a hollow needle [biopsy hook/forceps] into your <Insert Muscle Tissue or Fat Tissue>.  When we take the needle out, it will remove a small circle of <Insert Muscle Tissue or Fat Tissue> called a “plug.”
Liver Biopsy
In this study we will take a small sample of tissue from your liver.  This procedure is called a “biopsy.”  Before we take the sample, we will numb the skin outside the liver.   We will then make a small cut in the skin and insert a hollow needle [biopsy hook/forceps].  You may feel pressure when this needle goes into your liver.  When we take the needle out, it will remove a small circle of tissue from your liver, called a “plug.”
OR

A needle is passed through the skin into the liver, beneath the right side of the lower ribcage, to obtain a small piece of tissue.

Skin Punch Biopsy
The biopsy will consist of removing a small piece of tissue from <Insert location>.  The area will be sterilized with antiseptic solutions and a local anesthetic (numbing) agent will be injected under the skin to reduce pain.  Using a punch needle, <Insert Number> piece(s) of tissue will be removed from the site. 

OR

The skin area to be biopsied is cleaned with iodine and alcohol. A local anesthetic numbs the area, and a 1/4-inch piece of skin is removed with a special tool.

Blood Draws
[Do not list the number of milliliters that will be drawn. Instead, describe blood volume in terms of teaspoons, tablespoons, or ounces. (1 teaspoon = 5 ml; 1 tablespoon = 15 ml; 1 ounce = 30 ml)]
Arterial Blood Gas Draws
In this study we will draw blood from one of your main arteries to see how well your lungs move oxygen into your bloodstream and take carbon dioxide out.  To do this, we will insert a needle into one of your arteries.  We may give you a small amount of numbing medicine to reduce the pain before we put the needle in.  We will need to perform this test <insert number> times.
Femoral Artery Catheter Blood Draws
See Femoral Artery Catheter procedure on page 8.

Finger Stick Blood Draws
In this study we will need to get a few drops of blood from your finger.  To do this, we will make a small prick on your finger and draw the blood into a tiny tube.  

OR

About <Insert Number> drops (<Insert Number> of teaspoons) of blood will be removed by finger stick. A tiny lancet will go through the top layer of skin on your finger tip. This is a standard method used to obtain blood for routine hospital laboratory tests. This test will be done <Insert Number> times.
Heel Stick Risks
In this study we will need to get a few drops of blood from your baby’s heel.  To do this, we will make a small prick on your baby’s heel and draw the blood into a tiny tube. We will take blood from your baby <Insert Number> times this way during the study.
OR

About <Insert Number> drops (<Insert Number> of teaspoons) of blood will be removed from your baby by heel stick. A tiny lancet will go through the top layer of skin on your baby’s heel. This is the standard method used to obtain blood from infants for routine hospital laboratory tests.   This test will be done <insert number> of times.

Heparin Lock

A Heparin Lock is a small plastic catheter or tube placed in the arm for multiple blood draws or to give intravenous medicine or fluid with a tiny amount of blood thinner to keep the blood from clotting in the needle.

Intravenous Catheter

An intravenous small plastic catheter or tube (IV) will be put in your arm for the collection of blood samples.  The IV line will make it easier to collect the necessary number of blood samples. Starting at <insert time> blood will be taken <insert how much blood and when it will be collected>.  Most of this blood will be used to measure <specify what> in your blood. After the final blood collection you will be allowed to leave the center (you are not required to spend a second night in the center).

Venipuncture
Approximately <insert number> teaspoons/tablespoons/ounces of blood will be removed by putting a needle into your vein. This is the standard method used to obtain blood for tests.  A total of <insert volume> will be taken for research purposes over the course of this study.

Bone Scan
As part of this study we will perform a bone scan of your <Insert bone name>.  These tests are also called “bone density scans.” A bone scan is a way of seeing if there are any problems with the way your bones are growing or to measure the amount of mineral in the bone.  X-rays will be taken of your back, upper leg, and/or wrist.  
To do the bone scan we will need to inject a radioactive tracer into your blood stream.  
Bronchoscopy
Bronchoscopy is the passage of a thin flexible tube through the mouth or nose, into the windpipe and then into the bronchial tubes.  There are several steps to the procedure that will take about 4 hours (including preparation, procedure, and recovery time).  In preparation for the procedure, you will be asked not to eat or drink anything (including water) for at least 6 hours prior to the bronchoscopy.

The nose, throat, and vocal cords will be sprayed with lidocaine (a numbing medicine) so you will not feel the tube and will not cough as much.  You will be given sedatives such as Versed and <insert drug name>, which will help you relax and reduce cough or discomfort, immediately before and during the bronchoscopy.

After this, the bronchoscope will be passed into the windpipe.  The tube is small enough that you can breathe around it, and is designed so that the study doctor can look through it into your lungs.  While the bronchoscope is in the lung, bronchial lavage and bronchial brushings <insert other procedures> will be performed.

OR

This procedure takes 30 to 90 minutes and involves passage of a long, narrow, flexible

tube (bronchoscope) through the nose or mouth into the airways of the lung. Before

passage of the tube, the nose and throat are sprayed with local anesthetic (numbing  

medicine). When the bronchoscope has been steered into a specific airway of the lung, 
a small amount of sterile saline (salt water) may be squirted through it into the lung and immediately suctioned back, washing off some of the cells lining the airways. The fluid and cells are then analyzed in the laboratory.

Central Venous LIne
In this study we will need to insert a plastic tube into one of your large veins.  We will use this tube to take blood samples or give you fluids.  Before we insert the tube, we will give you some numbing medicine to reduce the pain.  We will then use a needle to insert the tube under your collarbone or into your neck.  Even with the numbing medicine, you will feel some pain when we insert the needle.  

Devices
 [For device studies, describe the FDA status of the device in a way the subject is likely to understand, so that the subject knows the FDA’s ruling on the safety and effectiveness of the device and the FDA indication(s) for the device.]
For market-approved or cleared (e.g., 510(k)) devices when the device will be used ON indication:

The medical device that we are studying, <insert name of device>, has been approved by the U.S. Food and Drug Administration for patients with <insert name of disease or condition>.  We want to collect more information about the safety/effectiveness of the device / - OR - / we want to compare how patients treated with this device do when compared to <insert comparator device or intervention>.
For market-approved or cleared (e.g., 510(k)) devices when the device will be used OFF indication:

While the medical device that we are studying, <insert name of device>, has been approved by the U.S. Food and Drug Administration for patients with <insert name of disease or condition>, we will be using the same device for a different purpose. For this reason this use must be considered experimental. We want to collect information about the safety/effectiveness of the device when used in this way / - OR - / we want to compare how patients treated with this device do when compared to <insert comparator device or intervention>.
We don’t know if this study will help you. Your condition may get better, but it could stay the same or even get worse. We hope the information from the study will help us to develop better treatments for <insert name of disease or condition> in the future.

For devices the FDA considers Investigational Device Exemptions (IDEs), when the device will be used ON-indication: 

The U.S. Food and Drug Administration considers the device we are studying, <insert name of device>, to be experimental while researchers study how safe it is and how well it works. We do not know all the ways that <insert name of device> may affect people.
We don’t know if this study will help you. Your condition may get better, but it could stay the same or even get worse. We hope the information from the study will help us to develop better treatments for <insert name of disease or condition> in the future.

For devices that have not been market-approved or cleared, do not require IDE status, and that the investigator considers to be “non-significant risk” (NSR) devices. This determination must be confirmed by the IRB: 

The U.S. Food and Drug Administration considers the device we are studying, <insert name of device>, to be experimental because there is not enough information to decide whether the device is safe and effective. We are testing to see how safe and how effective <insert name of device> is. 

We don’t know if this study will help you. Your condition may get better, but it could stay the same or even get worse. We hope the information from the study will help us to develop better treatments for <insert name of disease or condition> in the future.

For Humanitarian Use Devices (HUDs) with Humanitarian Device Exemption (HDE) status, when the device will be used ON-indication: 

The U.S. Food and Drug Administration has given the device we are studying, <insert name of device>, a special status because while there is some information that the device is safe and possibly effective, there are simply not enough patients with <insert name of disease or condition> to test in the usual ways how safe the device is and how well it works. So doctors are allowed to use their own judgment and treat patients with this device, so long as an Institutional Review Board decides that the doctor has an appropriate plan, and so long as you are told that there is less evidence about the safety and effectiveness of the device than we normally like to see. 
For Humanitarian Use Devices (HUDs) with Humanitarian Device Exemption (HDE) status, when the device will be used OFF-indication: 

Discuss your plan to use an HUD off-indication with the device manufacturer and/or the FDA before you complete your IRB application. A plan to use an HUD OFF-indication requires the investigator or sponsor to obtain an Investigational Device Exemption (IDE) for off-label use, unless the investigator can provide a different written opinion from the FDA. 
Diffusing Capacity (DLCO)
Another type of lung function test (called a DLCO) will also be done to measure the ability of your lungs to exchange gases (oxygen).  For this test, you will be asked sit in a small space and breathe in an air mixture of a small amount of carbon monoxide plus an inert (inactive) gas such as helium.  You will be asked to hold your breath for a short period of time and then the air that you breathe out will be collected and tested. 
Edema
Edema means increased fluid.

Exercise Challenge
An exercise challenge will be performed.  This is usually done on a treadmill or stationary bike.  During this test, you will be asked to exercise for at least 10 minutes to see how the exercise affects your breathing.  [You will also perform breathing tests before and after you exercise].  If at any time during or after the exercise challenge your asthma symptoms worsen to the point where you would like to stop exercising, or if treatment with an asthma medication is necessary, you may stop exercising and the study doctor will give you the necessary treatment.

Exercise Challenge for an Assent form

Exercise tests will be done <insert frequency> to measure how exercise affects my asthma.  For these tests I will have to exercise for about 10 minutes on a treadmill or stationary bike.  I will have breathing tests done before the exercise and for 1 hour after each exercise test, where I will have to blow hard into a spirometer (lung function machine). The exercise and breathing testing may make me short of breath for a little while.

Femoral Artery Catheter 
In this study we will need to put a plastic tube into the femoral artery in your groin. We will use this tube to take blood samples.  Before we do this, we will give you some numbing medicine to reduce the pain.  Even with the numbing medicine, you will still feel some pain when the needle goes in.
Food Challenge
The food challenge takes 2 days because on one of the days you will be asked to either swallow capsules or eat food that contain very small amounts of <insert allergen>.  On the other day you will get placebo capsules or food that do not contain <insert allergen>.  Neither you nor the study staff will know whether you are receiving active or placebo capsules (or chocolate) on a test day.  This is called a “double-blind” challenge.

During the food challenge test, specially trained doctors or nurses will watch you very carefully to see if you have any bad reactions to the challenge material. An intravenous catheter will be inserted in a vein in your arm (prior to challenge test) in the event that medications are required for treatment of a reaction.  If there is no reaction, you will take more capsules or food that will either contain placebo or larger amounts of <insert allergen>.  If you have no reaction, you will be asked to take capsules or food containing <insert amount> of <insert allergen> or placebo at one time.  If you start to have a reaction, then your doctor will give you the treatment needed to stop the reaction, and you will not have to take any more challenge material that day.  If you have a reaction, you may be watched for up to 8 hours to make sure you have no more reactions.  If you don’t have a reaction, the doctor may send you home after 2 hours if (s)he feels it is safe.

HIV/Hepatitis Testing
As a part of this study, you will be tested to determine whether you have antibody to HIV, the virus responsible for Acquired Immune Deficiency Syndrome (AIDS).  This test is not conclusive but is a screening test and can become positive for other reasons as well as HIV exposure.  If this test is positive, it means that you will need further testing and counseling regarding risks and precautions.  It is required by law that any positive test be reported to the Colorado State Department of Health.  It is also a Colorado State Department of Health requirement that positive hepatitis results be reported as well.

If you have a positive result for HIV and/or hepatitis, we will be required by law to give your demographic information (full name, date of birth, sex, address and phone number) to the Colorado State Department of Health within 7 days.  It is the duty of state and local health officers to conduct investigations to confirm the diagnosis and sources of HIV infection and to prevent transmission of HIV.  Such investigations shall be considered official duties of the health department or health agency.  Such investigations may include, but are not limited to:  

1. Review of pertinent, relevant medical records by authorized personnel if necessary to confirm diagnosis, to investigate possible sources of infection, to determine objects and materials potentially contaminated with HIV and persons potentially exposed to HIV.  Such review of records may occur without patient consent and shall be conducted at reasonable times and with such notice as is reasonable under the circumstances
2. Performing follow-up interview(s) with the case or persons knowledgeable about the case to collect pertinent and relevant information about the sources of HIV infection, materials and objects potentially contaminated with HIV, and persons who may have been exposed to HIV.
Inhalation Allergen Challenge
The allergen challenge itself may take 30-60 minutes to complete.  The procedure consists of inhaling increasing doses of an allergen (grasses, weeds, trees).  After each dose of allergen, a breathing test is performed.  This consists of taking a deep breath and blowing out hard into a tube while your nose is clipped.  The procedure will be terminated either after you demonstrate a significant change in pulmonary function or there is no response to the allergen.  If you demonstrate a significant change in your pulmonary function, we will continue to monitor your lung function via spirometry every 15 minutes until your lung function returns to baseline.  At that time, we will continue to monitor your lung function via spirometry every hour for the next 6-8 hours.  If you do not demonstrate a fall in lung function, called a late asthmatic response, with 4-6 hours of the challenge, we will ask you to measure your lung function with a peak flow meter every hour for an additional three hours.

Methacholine Challenge
Methacholine challenge may take 30-60 minutes to complete.  The procedure consists of inhaling increasing doses of methacholine (a chemical used to check irritability of the airways).  After each dose of methacholine, a breathing test is performed.  This consists of taking a deep breath and blowing out hard into a tube while your nose is clipped.  The procedure will be stopped either after you have a significant change in your pulmonary function or there is no response to the highest dose of methacholine. 

Magnetic Resonance Imaging (MRI)
In this study we will take Magnetic Resonance Images (MRI’s) of your <Insert Body Area>.  The MRI machine uses powerful magnetic waves to take pictures inside the body.  The waves themselves are not harmful, but they can cause metal to heat up and electronics to stop working.  

You should NOT have an MRI if you have metal or electronic devices inside your body.   Heart pacemakers and insulin pumps are examples of electronic devices.

The MRI machine is a small round tube.  It might make you uncomfortable if you do not like tight spaces.  

If you are pregnant, be sure to tell the person giving you the MRI.
OR

MRI (Magnetic Resonance Imaging) is a way for us to see inside your body.  MRI uses a powerful magnet, radio waves and a computer to produce detailed pictures of organs, bones and other internal body structures. For the MRI, you will lie on a table inside a scanner tube for about <state how long>, while the scanner moves the reading unit over the areas of your body to be scanned. [The MRI used for research is not for diagnosis or treatment and will not look for abnormalities.] 

The risks to an unborn child are unknown, so be sure to tell the MRI technician if you are pregnant.

OR

MRI machines use a strong magnet to make images of the body interior.  The scanning procedure is very much like an X-ray or CT scan.  You will be asked to lie on a long narrow couch for a certain amount of time <state how long> while the machine gathers data.  During this time you will not be exposed to x-rays, but instead to a strong magnet, that you will not feel.  You will hear tapping or clanging noises that come from the MRI scanner.  We will provide earplugs or headphones that you will be required to wear.  The space you will lay in is small and tube-shaped.  This may make you uncomfortable.  

Orbital x-ray exam procedure
If you might have metal in your eye(s) as a result of past injuries, hobbies, employment, or other life experiences, then an x-ray exam of your eye(s) may be done. 

Gadolinium contrast agent
A liquid containing a gadolinium contrast “dye” will be injected into your vein.  This increases the ability of the MRI scan to show certain tissues in the brain or elsewhere in the body.  

Pregnancy Prevention
Male Pregnancy Prevention
You should not father a baby while taking part in this study because the drug being tested in this study, <insert name of the drug>, could affect an embryo or fetus. If your partner is able to become pregnant, one or both of you must use some form of effective birth control.  This may include:

· Not having vaginal sex (abstinence)

· Taking birth control pills orally

· Having birth control shots or patches such as Depo-Provera

· Surgical sterilization (hysterectomy or tubal ligation or vasectomy)

· Use of an intrauterine device (IUD)

· Use of diaphragm with contraceptive jelly

· Use of condoms with contraceptive foam

· Use of diaphragm with condoms (“double barrier”)

You and your sexual partner should continue using birth control until you have stopped taking <insert name of the drug> / for X months after you have stopped taking <insert name of the drug>.

If you think that you have fathered a baby while taking the <insert name of the drug>, [or within X months after you have stopped taking the <insert name of the drug>], inform the study doctor immediately. 

OR
The treatment used in this study could affect your sperm and could potentially harm a child that you may father while on this study.  If you are sexually active, you must agree to use a medically acceptable form of birth control in order to be in this study.  Medically acceptable contraceptives include: (1) surgical sterilization, or a (2) condom used with a spermicide.
Prick Skin Testing
Prick skin tests will be performed on your <insert body part> to determine whether you are allergic to various allergens (allergy substances). This testing involves introducing a small amount of allergen solution under the surface of the skin and observing for redness and swelling. {optional depending on protocol – “These tests will be repeated during the study to measure changes in your level of reactivity”}.

Prick Skin Testing Assent form
At the first visit I will have allergy tests done, where I will have my <insert body part> poked with a little needle and I may get itchy.  It may hurt just a little.

Pulmonary Function Testing
PFTs are breathing tests that measure the amount of air you have in your lungs and how well you can move that air by forcefully blowing 3 or more times into a spirometer (lung function machine).  A reversibility test may also be performed, which involves PFTs before and after treatment with a bronchodilator (at least 3 blows each time), to measure how your lung function responds to this medication.
Pulmonary Function Testing Assent form
I will have breathing tests where I will have to blow hard into a machine at every visit.  This may make me short of breath for a little while.
Sputum Induction
A sputum induction will be performed to measure the number of inflammatory cells and chemicals involved in the inflammatory process that make asthma worse.  It may also be done to check for infection.

Prior to the induced sputum procedure, you will be given <insert number> of puffs of an inhaled bronchodilator (Albuterol) to open the airways. You will then be asked to inhale a high concentration of a saltwater solution for up to 12 minutes.   Every 2 minutes you will be asked to cough and spit into a cup.  Then you will be asked to take 2 additional breaths of the saltwater and cough into a collection cup.  During the procedure, lung function will also be monitored every <insert time interval> to be sure your breathing has not worsened.   

Walking Tolerance Test (6 Minute Walk)
You will be asked to walk for 6 minutes on a level surface to check how well your lungs work when you exercise.  Before, during, and after walking, your heart rate and blood oxygen level will be measured.  You will be asked how short of breath you feel during and after exercising.
What are the possible risks and side effects of the study?
Allergen Challenge Risks
The procedure produces a mild reaction that may produce symptoms such as a cough, chest tightness and/or wheezing.  This can be reversed promptly with an inhaled bronchodilator.  If a more severe reaction occurs it may be treated with an injection of epinephrine, steroids and additional inhaled bronchodilators.  There is the possibility that a delayed reaction can occur 4 to 8 hours after the challenge.  If so, you must contact the investigators immediately.  There is a risk that allergen inhalations may temporarily worsen your asthma.  This could require additional treatment. 

OR

This procedure can produce a reaction that may result in symptoms such as a cough, chest tightness and/or wheezing.  These can usually be reversed promptly with an inhaled bronchodilator.  A more severe reaction is less likely but may occur and it may require treatment with an injection of epinephrine, steroids and inhaled bronchodilators.  Rarely, severe breathing problems known as anaphylaxis may occur and will be treated immediately with the medications listed above.  There is the possibility that a delayed reaction (4-8 hours) can occur.  We ask that you remain in the laboratory for 12 hours.  If your reaction is severe, you will be treated with corticosteroids and observed for a longer period or discharged to home with instructions to monitor your lung function via a peak flow meter.  You will also be given the pager number of the physician on call and be given explicit instructions on how to measure your lung function and when to call the physician.  Despite the instructions, you may page the physician at any time you have questions, concerns or experience any discomfort.
Biopsy Risks
Bone Marrow Biopsy Risks
You will feel mild burning for several seconds until the numbing begins. You will feel a pushing sensation, but no pain, as the needle enters the hip bone. As the marrow is aspirated, you may feel a sharp pain, lasting 1 to 2 seconds. There may be a small amount of residual pain, but within an hour or 2 you should feel normal. There is a remote risk of fainting during the procedure and of bleeding or local infection at the aspiration site.
Fat/Muscle Tissue Biopsy Risks
There are some risks to taking a sample of <Insert Muscle Tissue or Fat Tissue> this way.  There is a small chance that you could get an infection where the instrument goes in.  There is also a small chance that you could have an allergic reaction to the numbing medicine.  After your skin heals up, you will have a small scar where we take the sample. 

OR

There are some risks to taking a sample of <Insert Muscle Tissue or Fat Tissue> in this way.  There is a small chance that taking a sample of <Insert Muscle Tissue or Fat Tissue> this way could cause an infection where the needles goes in. You could also have an allergic reaction to the numbing medicine.  But this is rare.  After your skin heals up, you may have a small scar where we took the sample.

Liver Biopsy Risks
After we take the sample of liver tissue, we may ask you to lie still for 1 to 2 hours to make sure there is no bleeding.  In order to prevent bleeding, you should not take aspirin for 1 week before or 1 week after this procedure.  You should not do any heavy lifting or major exercise for about 2 weeks after this procedure.
There is a small risk of bleeding after having this procedure, which may require a blood transfusion or operation to stop.  In rare cases, taking liver tissue this way may injure an organ next to the liver.  You could also have an allergic reaction to the numbing medicine, but this is rare.  In very rare cases, there have been deaths.
Instead of the paragraph immediately above, you may use the following paragraph:
About 20 percent of patients have some local pain lasting from a few minutes to several hours; this rarely requires medication and disappears within a day or two. In less than 1 case in 1,000, the biopsied liver bleeds severely, and blood transfusion or even surgery is needed; death has occurred from bleeding in less than 1 case in 10,000. 

Skin Biopsy Risks
There are some risks to taking a sample of skin this way.  There is a small chance that you could get an infection where the needles goes in.  There is also a small chance that you could have an allergic reaction to the numbing medicine.  After your skin heals up, you may have a small scar where we take the sample.

Risks of biopsy include pain, possibility of an adverse reaction consisting of local swelling, bleeding, infection, and scar formation.  The pain associated with injection of less than 1 ml of a local anesthetic is mild and transitory.  Allergic reactions to lidocaine are extremely rare (less than 1 in 10,000). Occasionally, patients may get swelling at the injection site. Significant bleeding from the biopsy site(s) is rare and infrequent.  Infection of a biopsy site is unusual, but may occur.  A small scar will result at the biopsy site.

Instead of the paragraph immediately above, you may use the following paragraph:
Pain at the biopsy site should be minimal; bleeding and infection are rare. Biopsy wounds usually heal with a very small, nearly unnoticeable scar, but sometimes a raised scar or visible lump may result. However, the biopsy will be taken from a place on your body that is not easily seen.

Blood Collection Risks
Risks of Arterial Blood Gas Draws
We may give you a small amount of numbing medicine to reduce the pain before we put the needle in.  But even with the numbing medicine, you will still feel some pain.  You may also get a small bruise where the needle goes under your skin.
There is a very small chance that the needle could damage your artery.  That damage would need to be repaired with surgery.  We will need to perform this test <Insert Number> of times.
OR

Drawing blood from an artery causes pain when the needle goes into an artery. You may get a small amount of numbing medication so that this will hurt less. In about 1 in 10 cases a small amount of bleeding under the skin will produce a bruise. Very rarely (1 in 1000) damage may occur to the artery that requires surgery. This test will be done <Insert Number> times. 
Femoral Artery Catheter Risks
See Femoral Artery Catheter Risks on page 8.

Finger Stick Risks
You will feel a slight pain when the needle pricks your finger.  Your fingertip may be sore for a day or two.

OR

It hurts when the lancet goes into your finger but not for long. In about 1 in 10 cases a small amount of bleeding under the skin will produce a bruise. A small scar may persist for several weeks. The risk of local infection is less than 1 in 1000. This test will be done <Insert Number> times.
Heel Stick Risks
Your baby may cry when the needle pricks the skin.  There may be a bruise on your baby’s heel the next day, and your baby’s heel may be sore for a couple of days.  We will take blood from your baby <Insert Number> times this way during the study.
OR

It will hurt for a short time when the lancet goes into your baby's heel in about 1 in 10 cases a small amount of bleeding under the skin will produce a bruise. A small scar may persist for several weeks. The risk of local infection is less than 1 and 1000. This test will be done <Insert Number> times.

IV Risks
See IV Risks on page 8.

Venipuncture Risks
You may feel some pain when the needle goes into your vein.  A day or two later, you may have a small bruise where the needle went under the skin.

OR

Risks associated with drawing blood from your arm include some pain when the needle is inserted and there is a small risk of bruising and/or infection at the place where the needle entered your arm.  Some people may experience lightheadedness, nausea or fainting.

Bronchoscopy Risks
For protocols obtaining additional samples from clinically indicated bronchoscopy:

Risks outlined in the clinical consent form for bronchoscopy will be increased due to additional bronchoscopy time needed to obtain samples for research purposes. This increased risk applies to both samples collected and anesthesia.

Based on a review of bronchoscopies performed at National Jewish Health, the overall rate of complications is 15% for any type of complications (including minor complications such as coughing or sore throat) with a 5% risk of major complications.  

There may be some discomfort when the bronchoscope is passed through the nose, and occasional patients experience gagging and an urge to cough when the bronchoscope is passing through the throat and the vocal cords. A sore throat and mild hoarseness may persist for several hours; these resolve routinely within a day. Occasionally, subjects have temporary fever following bronchoscopy; in hundreds of studies carried out to date by the Pulmonary Branch, such fevers have gone away promptly and have required no therapy other than an aspirin-like medication.
Minor risks:  You may experience temporary coughing and gagging during the procedure, although the medications described above will help reduce this.  Vocal cord or bronchial spasms, soreness or your nose and throat, and/or nosebleed may occur as a result of the bronchoscopy.

Major risks:  There is a possibility that your lung symptoms could temporarily worsen because of this procedure.  If this is the case, appropriate treatment will be given. A lung could partially or completely collapse.  This may be require observation until the lung re-expands or could require the placement of a chest tube (a plastic tube that is inserted through the skin of the chest into the chest cavity). There is also a risk of aspiration (getting food or fluid in your lungs) if you eat or drink before the effects of the lidocaine have worn off.  More serious complications resulting in death can occur, but are extremely rare.

Risk of Brushing

Minor risks:  There is a risk of minor bleeding from the brushing site.  This may occur in up to 10% of cases.  You may cough up some blood for 24 hours after the procedure as a result of minor trauma to the airway.

Major risks:  There is also a risk of lung collapse (pneumothorax) and bronchial spasms, but these complications are very rare.

Risk of Sedation

The administration of sedative medications like Versed and Fentanyl may pose risks.

Minor risks:  include temporary side effects such as drowsiness, shaking, chills, dizziness, unsteadiness, or forgetfulness.  You should not drive or make important decisions for 24 hours following the sedative medications.  You will need to have someone drive you home or we will arrange for a cab to take you home.

Major risks:  include suppression of breathing, low blood pressure, heart rate, allergic reactions, or rarely, death.  Your heart rate, respirations, and oxygen levels will be monitored to allow medications to be dosed such that these complications are less likely to occur, and to help promptly identify and treat complications if they occur.

It is not expected that study participants will have all of these potential side effects.  The study may include risks that are unknown at this time.
Central Venous Line Risks
Risks of Having a Plastic Tube (Central Venous Line) in a Large Vein

There are some risks from having a tube like this inserted into your vein.  In rare cases, this type of tube can cause bleeding, a collapsed lung, or air bubbles in the blood that can lead to a severe brain injury.  If a tube like this is left in place for more than 5 days, there is some risk of infection.  You could also have an allergic reaction to the numbing medicine, but this rare.
Diffusing Capacity (DLCO) Risks
You may become short of breath or experience chest tightness while doing the pulmonary function tests and walking tests.  Treatment will be available if this occurs.  Some people may feel uncomfortable while sitting in the small space necessary to perform this test.

Exercise Challenge Risks
You may become short of breath or experience chest tightness during the exercise challenges.  Your heart activity will be monitored during these challenges because there is also a risk (as with any exercise) of heart rhythm disturbance, physical collapse, and possibly death.  Trained personnel will be on hand throughout every challenge in case of emergency.

Femoral Artery Catheter Risks
Risks of Having a Plastic Tube (Catheter) In Your Femoral Artery
There are some risks to having a tube like this put into your femoral artery.  There is a very small chance that putting in the tube could cause a tear in your artery, or a blood clot.  There is also a very small chance that putting in the tube could cause permanent nerve damage.  We will try to prevent these things from happening.  It is rare, but you could also have an allergic reaction to the numbing medicine.

Food Challenge Risks
Risks of Food Challenges

Possible complications for subjects during food challenges include: throat swelling, nausea, vomiting, diarrhea, hives, asthma and/or a drop in blood pressure.  This challenge is likely to cause allergic symptoms that will require an antihistamine tablet, an injection of epinephrine or an inhaled bronchodilator treatment (for tightness in your breathing).  In exceedingly rare instances, death has resulted from a reaction to the ingestion of foods to which an individual is highly allergic.

It must be emphasized that the most serious risk of the <insert allergen> challenges is anaphylaxis.  This is a severe allergic reaction that could possibly result in death.  This can occur because this procedure involves your being exposed to <insert allergen>, a substance to which you may be extremely allergic.  All precautious will be taken to reduce your risk as much as possible.  If you should develop a severe reaction, we will provide medical support immediately.

If a severe allergic reaction (stomach or intestinal symptoms, severe asthma, generalized itching, hives, etc.) should occur during skin testing or a food challenge, you will be required to remain at the study site for at least 8 hours.  This waiting period is necessary so that we may observe you in the event that a delayed reaction occurs (reactions can occur up to 8 hours after the first reaction).  After 8 hours of observation, if all symptoms have resolved, you will be allowed to return home.  If not, we will continue observation until symptoms have abated.
IV Risks 
Risks of Having An IV Inserted In Your Vein
You may have some redness, swelling, or bruising where the tube goes under your skin.  In some cases, this type of tube can cause an infection where it goes under the skin.  In rare cases, it can cause a blood clot in the vein.  You will have this tube inserted for about <insert time>.

OR

Insertion of the intravenous catheter (IV needle) in your arm involves the same risks as drawing blood, but you may also experience discomfort from having the catheter taped to your arm.  In about 10% of cases, a small amount of bleeding under the skin will produce a bruise (hematoma).  The risk of temporary clotting of the vein (from the IV) is about 1%, while the risk of infection of a hematoma or significant blood loss is less than 1 in 1000. The risk of a tube left in a vein for more than 24 hours includes local infection with swelling, redness and pain, bleeding where the tube is put in and bleeding under the skin forming a bruise (1 in 10 risk). Rarely there can be a severe infection of the blood stream or the heart valves or the formation of a blood clot that could go to your lungs. Complications are unlikely but treatment could require hospitalization. Your catheter will be in place for {time}.

MRI Risks
There is no exposure to x-rays or radioactivity during an MRI (Magnetic Resonance Imaging) scan, and the risk of injury is very low.  However, MRI is not safe for everyone.  Serious injury or death can result if you go into the scanner with certain metal objects in or attached to your body.  For example, it is not safe to have an MRI scan if you have a cardiac pacemaker, defibrillator, certain metal or implants in your body or have metal in or near your eye. 

The most common side effect of having an MRI is flashing lights in the eyes.  This is caused by the magnetic waves and is not harmful.  Some people also experience warmth and reddening of the skin.  This usually goes away after a few minutes. 
Rarely (one in thousands of exams) a sunburn-like skin burn may occur over a small area of the body. We take special precautions for this not to occur. In addition, you must lie still in a small space and may experience claustrophobia (a fear of being in closed or narrow spaces).  If you develop claustrophobia, you may need a mild sedative medication to allow you to comfortably complete the study.

The MRI scanner makes loud banging sounds that can cause hearing damage, but with earplugs properly worn, there is no known risk of permanent hearing damage.  Rarely, your hearing may be less sensitive for several days after an MRI scan, but if this happens your hearing should return to normal within a few days. You may feel some discomfort because you are lying still for a long time, or because of the padding used to keep your head from moving.  Some people feel anxious being in closed or narrow spaces. The scanner operator will be in constant contact with you, and if you choose, you can be taken out of the scanner quickly.

OR

MRI scanning is painless but you might experience discomfort in the machine. In particular, loud beeping and hammering noises occur during the study when the scanner is collecting measurements. You also may be bothered by feelings of claustrophobia when placed inside the MRI, or by lying in one position for a long time. You might also experience stimulation of the nerves in your body, which feels like a gentle tap or sensation of mild electric shock. [If appropriate, also discuss the risks of sedation here]. 

The safety of an MRI during pregnancy is unknown. [If you are a woman of childbearing potential, a pregnancy test will be done… before the study…].  [In addition, there may be some unknown risks or discomforts because some of the procedures are relatively new and are attempts to advance medical knowledge.]  

Gadolinium Risks
Side effects, such as mild headache, nausea, or burning at the injection site can occur from the gadolinium contrast “dye”. Some people are allergic to gadolinium, experiencing hives and itchy eyes, or very rarely, a bee-sting type of severe allergic reaction (anaphylactic shock). Use of gadolinium may be linked to a rare but sometimes fatal condition (nephrogenic systemic fibrosis or NSF) in people with severe chronic kidney disease or acute kidney problems. Therefore, before you are given this dye for MRI, your risk factors for kidney disease will be reviewed and a blood test will be done to check for kidney disease.
OR

Gadolinium, a substance given during the MRI examination, will be given by injection into a vein in your arm. This may cause some minor pain, and may cause some bruising near the area of injection. Gadolinium may also cause headache, nausea, and vomiting. Rarely, it may cause dizziness, rash, itching, or a numb or tingling feeling in the hands or feet, or an allergic reaction. Medical personnel will be available to treat any of these problems if they should occur. 

Methacholine Challenge Risks
The procedure produces a reaction that might be similar to a mild asthma attack such as cough, chest tightness and/or wheezing.  This will be reversed promptly with an inhaled bronchodilator (albuterol). 
Prick Skin Testing Risks
You may experience discomfort from the skin testing procedures.  The discomfort may result from being pricked with a needle and/or from the itching or swelling that may occur at the site of the skin test.  This usually goes away within 30 to 60 minutes after the skin test, although it sometimes lasts 24-48 hours. Hives and wheezing may occur.  Symptoms such as itching all over the body, sneezing, and eyelid swelling occur in 1 per 10,000 people.  Any such reaction will be treated if necessary.

Pulmonary Function Testing Risks
You may become short of breath or experience chest tightness while doing the pulmonary function tests.  Treatment will be available if this occurs.

Radiation Risks
Note:

1. Permitted limits are

a. Adults - whole body, legs, gonads, bone marrow

i. Single dose - 3 Rem

ii. Annual dose - 5 Rem

b. Adults - other organs

i. Single dose - 5 Rem

ii. Annual dose - 15 Rem

c.    Children under 18 years of age - 10% of adult dose

2. Check with radiologist for each test.

e.g. One (1) chest x-ray or other frames = 0.05 Rem.

This website has an online calculator for estimating exposures based on medical imaging and generates suggested consent language based on the radiographic procedures:

http://www.doseinfo-radar.com/RADARDoseRiskCalc.html
Angiography Risks
As part of this study we will perform an angiography of your <Insert Vein or Artery Name>.   An angiography is a way of looking at your blood vessels by using X-rays.  X-rays are a type of radiation.

You get some radiation from your environment. It comes from the outer space, from soil, rocks, bricks and concrete, from some foods, and from radon gas, which is an invisible gas that seeps out of the ground.  The amount of radiation that you will receive during angiography scan will give you is about the same as you would get from living in your environment for 2 years.  

[Note to Investigators:  This is a very rough estimate of exposure.  Due to the high variability of procedures calling for angiography, the actual exposure to the patient can vary greatly.  If you can obtain a better estimate of exposure from the radiologist who will be assisting with the procedure, you may use that estimate instead of the one provided here.  The estimate provided here is 600 mrem or 6mSv = 2 year’s background radiation.  DELETE THIS PARAGRAPH FROM THE CONSENT FORM.    
This is an estimate.  The amount of radiation you receive could be higher or lower, depending on your body size and how long the procedure takes.

This procedure has some risk.  The FDA estimates that if 1,200 people receive this amount of radiation, 1 of those people will later develop cancer. Note, that a risk of developing cancer in a lifetime for an average person in the United States is 1 in 3.  

[Note to Investigators:  If you provide your own estimate of radiation exposure above, be sure to adjust the risk factor here.  The FDA states that the risk of fatal cancer after receiving 1 rem, or 10mSv, is 1 in 2000.  You can adjust this rate proportionately to your dose using this equation:  (10mSv [or 1000 mrem] / your dose estimation) x 2000.  eg.:   10mSv / 15mSy x  2000 = 1333. Rounded to nearest 100, it becomes 1300).  DELETE THIS PARAGRAPH FROM THE CONSENT FORM.     
The risk of this procedure is not equal for everyone.  The risk is much higher for unborn babies if the mother has this procedure.  The risk is also significantly higher for young children and teenagers who have this procedure.  The risk is much lower for people over the age of 30.

Bone Scan Risks
You will be exposed to a small amount of radiation during the bone density scans.  This will be less than 1/20 of 1 rem (a measure of radiation); similar to that received naturally every 2 weeks from the environment, or by flying longer distances in a plane.  The more radiation that you receive over the course of your life, the greater the risk of having cancerous tumors or of inducing changes in your genes.  Gene changes could possibly cause abnormalities or disease in future offspring.  If you suspect you are or could be pregnant, you should notify the study doctor immediately and avoid unnecessary radiation exposure.
OR

You will get some radiation from this tracer.

You natural environment has some radiation in it. It comes from the outer space, from soil, rocks, bricks and concrete, from some foods, and from radon gas, which is an invisible gas that seeps out of the ground.  The amount of radiation that this procedure will give you is about the same as you would get from your environment in 1 year.  

This is an estimate.  The amount of radiation you receive could be higher or lower, depending on how much tracer is injected into your body, and on your body size. There is a small chance that you can develop cancer. 

The risk of this procedure is not equal for everyone.  The risk is much higher for unborn babies if the mother has this procedure.  The risk is also significantly higher for young children and teenagers who have this procedure.  The risk is much lower for people over the age of 30.

DEXA Scan Risks
As part of this study we will perform <Insert Number> DEXA scan(s) of your <Insert Site>.  DEXA is a way of looking inside the body by using X-rays.  X-rays are a type of radiation.

Your natural environment has some radiation in it.  This DEXA will give you about the same amount of radiation that you would get from your environment in <Multiply the Number of Scans by 2 > Days.

Computed Tomography (CT) Risks
As part of this study we will perform a CT scan of your <Insert appropriate body region:  head…chest… abdomen… pelvic area…chest and abdomen…abdomen and pelvic area…chest, abdomen, and pelvic area>.   CT is a way of taking detailed pictures inside your body by using X-rays.  X-rays are a type of radiation.

You get some radiation from your environment.  You get radiation from bricks and concrete, from some foods, and from radon gas, which is an invisible gas that seeps out of the ground.  The amount of radiation that this CT scan will deliver to your body (give you) is about the same as you would get from living in your environment for <Select the appropriate number value, and underline and bold the value:  CT of head = [1 Year]…chest = [1 Year]…abdomen = [3 Years]…pelvic area = [1 Year]…chest and abdomen [4 Years]…abdomen and pelvic area = [4 Years]…chest, abdomen and pelvic area = [5 Years]…>.
[Note to Investigators:  If you are performing multiple scans, such as a pre-contrast scan, a contrast scan, and a post-contrast scan, be sure to multiply the number you select above for the background radiation by the number of scans you are giving.  e.g. 3 scans of the abdomen multiplied times 3 year’s background radiation = 9 year’s background radiation.  DELETE THIS PARAGRAPH FROM YOUR CONSENT FORM WHEN FINISHED!]    
This is an estimate.  The amount of radiation you get could be higher or lower, depending on the machine, the power setting, and your body weight. Exposure to radiation at high levels increases a risk of developing cancer. There is no evidence of such risks for diagnostic procedures. 

The risk of this procedure is not equal for everyone.  The risk is much higher for unborn babies if the mother has this procedure.  The risk is also much higher for young children and teenagers.  The risk is much lower for people over the age of 30.

Radioactive Tracer Risks
As part of this study we will perform a <Optional; insert scan type> scan of your <Insert organ/body part> by using radioactive tracer.  We will first inject the tracer.  Then we will look at the area through a scanner.  You will get some radiation from the tracer.

Your natural environment has some radiation in it. It comes from the outer space, from soil, rocks, bricks and concrete, from some foods, and from radon gas, which is an invisible gas that seeps out of the ground.  The amount of radiation that this procedure will give you is about the same as you would get from your environment in < Insert number of years.  Note:  contact the radiology department where the scan will be performed and obtain an estimate of whole-body dose equivalent in my mSv, then divide that number by 3mSv> years.  

This is an estimate.  The amount of radiation you receive could be higher or lower, depending on how much tracer is injected into your body, and on your body size. There is a small chance that you can develop cancer. 

The risk of this procedure is not equal for everyone.  The risk is much higher for unborn babies if the mother has this procedure.  The risk is also significantly higher for young children and teenagers who have this procedure.  The risk is much lower for people over the age of 30.

Radiation Therapy Risks
As part of this study we will give you radiation therapy to your <Insert body area>.  Radiation therapy is a way of destroying cancer tissue while preserving as much of the surrounding healthy tissue as possible.

You get some radiation from your environment.  This procedure will give you radiation in much larger amounts than you would normally get from your environment.  However, the radiation will be concentrated in areas where you have cancer.  

By getting this therapy, you have some risk of developing a second type of cancer.  The actual risk to you depends on many things, such as the amount of radiation you receive and how susceptible your cells are to radiation.  These things are difficult to determine, but the risk of developing a second type of cancer is generally low, 5-7 per 1000.

The actual amount of radiation you get from this procedure will depend on how large the cancer is and how many treatments you receive.  Your doctor can tell you more about this.

The risk of this procedure is not equal for everyone.  The risk is much higher for unborn babies if the mother has this procedure.  The risk is also significantly higher for young children and teenagers who have this procedure.  The risk is much lower for people over the age of 30

X-ray Risks
The radiation that you will receive in this study is <Insert Number> (% or fraction) of the amount allowed by the Food and Drug Administration (FDA) for Radioactive Drug Research {per year}.  The more radiation that you receive over the course of your life, the greater is the risk of having cancerous tumors or of inducing changes in genes.  The changes in genes possibly could cause abnormalities or disease in your future offspring.  The radiation in this study is not expected to greatly increase these risks, but the exact increase in such risks is not known.  Women who are or could be pregnant should not receive unnecessary radiation and should notify the study doctor immediately.

The test will be carried out on <Insert Number> occasions.

OR

As part of this study we will perform <Insert Number> X-ray scan(s) of your <Insert Site>.  X-rays are a type of radiation.  

Your natural environment has some radiation in it.  This series of X-rays will give you about the same amount of radiation that you would get from your environment in <Multiply the Number of Scans by 2 > Days.

Sputum Induction Risks
You may become short of breath or experience chest tightness while doing the sputum induction.  Treatment will be available if this occurs.
Teratogenic Risks
Low Teratogenic Risks
The following language should be included in the consent/assent forms for all protocols which involve post-menarchal females and the testing or employing of drugs or devices with a rating of Low Teratogenic Risk.  In the case of post-menarchal females under the age of 18, it may be necessary to use the simplified version provided here, provided that the adult version is included in the parent/guardian consent form.

Adult Language for Teratogenic Risk.  
The <insert name of drug or device> you will be <taking or using> during the course of this research study has not been shown to cause harm to fetuses or breast-feeding infants.  However, as with any <drug or device> the possibility of such harm to fetuses or breast-feeding infants exists.  You will not be allowed to participate in the study if you are pregnant or breast-feeding.  You will be required to have a pregnancy test before being enrolled in the study. You must use adequate birth control measures for the duration of the study.  If, during the course of the study, you think that you might be pregnant you must notify study staff promptly. Should you become pregnant during the study, you will stop using the study <insert name of drug or device> and will be removed from the study.  <Insert protocol specific guidelines for handling pregnancy.>
Adolescent Language for Teratogenic Risk.  
The <insert name of drug or device> you will be <taking or using> during this research study has not been shown to cause harm to fetuses or breast-feeding infants.  However, as with any <drug or device> the possibility of such harm to fetuses and breast-feeding infants exists.  You will not be allowed to participate in the study if you are pregnant or breast-feeding.  You will be required to have a pregnancy test before being enrolled in the study. You must use adequate birth control measures for the duration of the study.  If, during the course of the study, you think that you might be pregnant you must notify study staff promptly. Should you become pregnant during the study, you will stop using the study <insert name of drug or device> and will be removed from the study. 
Teratogenic Risks cannot be Ruled Out
The following language should be included in the consent/assent forms for all protocols that involve post-menarchal females and the testing or employing of drugs or devices with a rating of Risk Cannot Be Ruled Out.  In the case of post-menarchal females under the age of 18 it may be necessary to use the simplified version provided here, provided that the adult version is included in the parent/guardian consent form.

Adult Language for Risk Cannot be Ruled Out.  
The <insert name of drug or device> you will be <taking or using> during the course of this research study has not been shown to cause harm to fetuses or breast-feeding infants and is thought unlikely to cause any harm to fetuses or breast-feeding infants.  However, as with any <drug or device> the possibility of such harm to fetuses and breast-feeding infants exists.  You will not be allowed to participate in the study if you are pregnant or breast-feeding.  You will be required to have a pregnancy test before being enrolled in the study and at the end of the study. You must use adequate birth control measures for the duration of the study.  If, during the course of the study, you think that you might be pregnant you must notify study staff promptly. Should you become pregnant during the study, you will stop using the study <insert name of drug or device> and will be removed from the study. <Insert protocol specific guidelines for handling pregnancy.>
Adolescent Language for Risk Cannot be Ruled Out.  
The <insert name of drug or device> you will be <taking or using> during this research study has not been shown to cause harm to fetuses or breast-feeding infants and is thought unlikely to cause harm to fetuses or breast-feeding infants.  However, as with any <drug/device> the possibility of such harm to fetuses and breast-feeding infants exists.  You will not be allowed to participate in the study if you are pregnant or breast-feeding.  You will be required to have a pregnancy test before being enrolled in the study and at the end of the study. You must use adequate birth control measures for the duration of the study.  If, during the course of the study, you think that you might be pregnant you must notify study staff promptly. Should you become pregnant during the study, you will stop using the study <insert name of drug or device> and will be removed from the study. <Insert protocol specific guidelines for handling pregnancy.>
Known High or Unknown Risks
The following language should be included in the consent/assent forms for all protocols which involve post-menarchal females and the testing or employing of drugs or devices with a Known High or Unknown Teratogenic Risk rating.  In the case of post-menarchal females under the age of 18 it may be necessary to use the simplified version provided here, provided that the adult version is included in the parent/guardian consent form.

Adult Language for Known High or Unknown Teratogenic Risk.  
The <insert name of drug or device> you will be <taking or using> has a <known high or unknown risk> of causing harm to fetuses and breast-feeding infants.  [In the case of known risks, these must be listed specifically.  Use of pharmacy inserts in marketed drugs is a good source for the risks that ought to be listed].  You must not become pregnant during the study.  For this reason, you will be required to practice adequate birth control measures.  In addition, you will be required to take a pregnancy test before enrollment, every month, and at the end of the study.  If, during the course of the study, you think that you might be pregnant, you must notify study staff at once.  Should you become pregnant during the study, you will stop using the study <insert name of drug or device> and will be removed from the study. <Insert protocol specific guidelines for handling pregnancy>.
Adolescent Language for Known High or Unknown Teratogenic Risk.  
The <insert name of drug or device> you will be <taking or using> cannot be <taken or used> if there is any chance that you might be pregnant because it could cause severe damage to an unborn baby. [In the case of known risks, these must be listed specifically in age appropriate language.  Use of pharmacy inserts in marketed drugs is a good source for the risks that ought to be listed.]  You must not become pregnant while you are in this study.  Abstinence is the best way to avoid becoming pregnant.  If you choose to be sexually active you must practice adequate birth control measures.  In addition, you will be required to take a pregnancy test before enrollment, every month, and at the end of the study.  If, during the course of the study, you think that you might be pregnant, you must notify study staff at once.  If you become pregnant during the study, you will stop using the study <insert name of drug or device> and will be removed from the study. <Insert protocol specific guidelines for handling pregnancy>.
Transbronchial Biopsy Risks
Based on our clinical experience at National Jewish Health, the risk of having a collapsed lung (pneumothorax) is higher with a transbronchial biopsy than it is with an endobronchial biopsy. Your risk of having a collapsed lung as a result of a transbronchial biopsy is less than 1 in 100. In addition, you have a higher risk of significant bleeding and bronchial spasms with transbronchial biopsy. There is a chance that the bleeding will be life threatening, but this is very rare. You may cough up some blood for 24 hours after the procedure.

The use of fluoroscopy (or x-ray) during the transbronchial bronchoscopy increases your exposure to radiation.  The total amount of radiation that you will be exposed to in this study is about 3mSv, which is equal to the background dose of radiation one is exposed to from natural sources after residing one year at sea level or after living in Colorado for 9 months.  The more radiation that you experience over the course of your life, the greater is the risk of cancer or of causing changes in your genes.  The changes in genes could cause problems or disease in your future children.  The radiation in this study should not greatly increase these risks, but the exact amount of risk is not known.  Women who are or could be pregnant should not participate in this study nor should they receive unnecessary radiation.  If you suspect that you are or may be pregnant, please let the study staff know immediately.

Walking Tolerance Test Risks

You may become short of breath or experience chest tightness while doing the walking tests.  Treatment will be available if this occurs.  There is a small risk of abnormal blood pressure (up or down), fainting, disorders of the heartbeat (too fast, too slow, or irregular), and heart attack.

Will I have to pay for anything?
Sponsor Pays Nothing
You or your insurance company will have to pay the cost of all medical care that you get in this study as this is all treatment you would receive if you did not participate in the study.  The results of some or all of the tests that you receive will be used by the sponsor for research purposes
Sponsor Pays for Experimental Procedures Only
The Sponsor of This Research Will Pay for Experimental Costs Only
There are some medical treatments that you would have to get for your condition whether you were in this study or not.  You will have to pay for these.  There are other medical treatments that you will get because you are in this research study.  <Insert sponsor or other agency> will pay for those.   Those medical treatments are <Insert a list of the treatments that the sponsor is paying for>.

Sponsor Pays for Study Drug but Not for Care
The Sponsor of This Research Will Pay for the Study Drug Only

<Insert sponsor or other agency> will give you the study drug for free.  You or your insurance company will have to pay the costs of all other medical care for your illness.  These are the same costs that you would have to pay if you were not in this study.

OR
"The <Insert sponsor or other agency>, is providing the <Insert name of drug or device> at no cost to participating research subjects."

Sponsor Pays All Costs of the Study
The Sponsor of This Research Will Pay All Costs of This Study
<Insert sponsor or other agency> will pay for all treatments and medicines you will get in this study.  You will not have to pay for any medical care that is part of this study.

OR

<Insert sponsor or other agency> is providing financial support and/or material for this study.
OR

"All study-related costs associated with your being in this study will be paid by the <Insert sponsor or other agency>.   You or your insurance company will (or will not) be charged or held responsible for the costs of your routine care (the care you would have received if you were not in this study)."

OR
<Insert sponsor or other agency> is the sponsor of this research study.  The study doctor is being paid to conduct this study according to a budget that will cover the costs of the study.  The costs that are usually covered include things such as:  physical examinations, laboratory tests required by the study, and the costs of collecting all of the information required by the study.

High Cost Treatments > $1,000 to subject
The Treatments in This Study Are Very Expensive
The treatments and medicines in this study are very expensive.  You or your insurance company will have to pay for [all/many/most/some] of these procedures and medicines if you enter this study.  The cost could be as high as <Give dollar estimate>.  Ask your study doctor if you have questions. A financial counselor is also available to help you understand what your insurance company will or will not cover.

Drugs are commercially available
Include with any other statement above, if applicable]

You Can Get the Study Drug from Other Places

If you were not in this study, you could buy the study drug at a pharmacy or in a drug store.  However, you might have to get a prescription from a doctor first.

The study drug is approved by the FDA but not for the way in which it is used in this study.  This is called an off label use.  You or your insurance company will have to pay for the study drug.
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