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Consent for Parent/Guardian and Child Permission for Participation


CONSENT FOR PARENT/GUARDIAN AND CHILD PERMISSION FOR PARTICIPATION

Children’s Health after the Storms (CHATS)
Baseline Feasibility Consent for Parent/Guardian and Child Permission for Participation

Your child has been invited to take part in a research study for the Centers for Disease Control and Prevention (CDC).  This study is called Children’s Health after the Storms (CHATS).  As a parent or guardian of the child, you will be asked to participate in certain parts of the study as well.  The purpose of this research is to find out about the health of children in the Gulf Coast after Hurricanes Katrina and Rita.  This is so that we can better understand the effects of the living conditions—such as storm damaged housing, FEMA-supplied trailers, and housing unaffected by the storms—on children in this area. 
Who is doing the CHATS Study?  RTI International, a not-for-profit research company, is conducting the study on behalf of CDC.  Local Louisiana and Mississippi partners, including the Louisiana State University (LSU) Health Sciences Center, the Coastal Family Health Center, and the Louisiana Public Health Institute (LPHI) are also on the study team.  Section 301 of the Public Health Service Act permits the Centers for Disease Control and Prevention to collect this information, including your Social Security Number.    
How was my child chosen?  We used lists from the United States Postal Service and the Federal Emergency Management Agency (FEMA).  Your household was picked randomly from one of these lists.  Your child was selected from among the 701 eligible households we are contacting.       
What will my child and I have to do during the survey?  If you agree, today I would like to start what we call the Baseline assessment with you and your child.  The Baseline assessment is broken into 2 separate sessions.  Today we will complete Session 1.  Five to 9 days from now, I will return along with a nurse to complete Session 2.    
During Session 1 (Today):
1. I will ask you, the parent or guardian of the child, some general questions about the makeup of those who live in your household and about your home itself, including your residential history since the Storms hit.  For example, there may be questions about how you heat and cool your home and if any damage has been done to your home since the Hurricanes.  I will also ask you some questions about your child’s current and past health conditions, including any history of breathing problems or skin allergies your child or other family members may have.
2. If your child is at least 7 years old, I will show him/her a small tool, or personal exposure measuring (PEM) device, your child will wear until I return for Session 2.  This PEM measures the quality of the air your child breathes. It is about the size of a cell phone and can be worn on a vest or shoulder strap that I will provide.  I will demonstrate for you and your child how the PEM works.
3. I will ask both you and your child some questions on his/her feelings about events going on in your child’s life.  For example, I may ask about your child’s feelings towards school, their relationships with others, and any physical activities they are involved in. 
4. I will teach you and your child how to complete the daily Time-Activity Diary to keep track of your child’s location and activities between Session 1 and Session 2.
5. I will set up some devices, which will take samples of air in and around your home, and I will do a quick visual check of your home. 
6. I may also ask your permission for the Study’s staff to review your child’s medical records.
7. I will set up an appointment to return to your home for the Session 2, which will be 5 to 9 days from today.    
During Session 2:
1. I, or another interviewer if I am unable to return, will come back to your home along with a nurse.
2. I will ask you and your child about the kinds of activities he/she took part in, both inside and outside of the home, during the previous week.  I will also ask you some general questions about your child’s health that will be similar to those asked during Session 1.  
3. I will pack up the air devices from Session 1 and vacuum some dust from around your home.
4. Finally, I will get a GPS reading for your home so we can link the results to the neighborhood where you live.
5. The nurse will ask your permission to complete a health assessment with your child.  During the health assessment, the nurse will:  
a. Ask you and your child some general questions about his/her current and past health conditions, including any history of breathing problems or skin allergies your child or other family members may have 
b. Take a look at your child’s face, neck, arms, and legs to see if he/she has any rashes or skin problems 
c. Measure your child’s height and weight 
d. Ask your child to do some breathing tests to see if he/she has difficulty breathing
e. Collect a urine and blood sample to see if your child is exposed to harmful chemicals or has blood problems or allergies
How long will this take?  Today for Session 1, I will only need about 15 minutes of your child’s time and about 1 hour of your time for a total of 1 hour and 15 minutes.  During Session 2, the nurse will need about 45 minutes to complete the health assessment with your child, and I will need about 15 more minutes of your child’s time to talk about the activities he/she took part in over the last week between sessions for a total of about 1 hour.  I may need to ask you some questions during the 45 minute health assessment.
Is there anything we need to do between Session 1 and 2?  If your child was asked to wear the PEM device during Session 1, we ask that he/she continue wearing the device until Session 2.  We ask that you keep the air devices in the place where I leave it for the whole week.  Lastly, we will also ask that you (or your child) fill out the Time-Activity Diary every day between sessions.
Do we have to do this study?  No, your family’s participation in this study is completely voluntary.  If you or your child do not want to take part in our study, you do not have to.  If you or your child only want to do part of the study, that is okay too.  
1. You and your child may skip any questions that you do not wish to answer. .
2. You may ask us to not leave the environmental devices in your home or on your property. .  
3. Your child does not have to do any test(s) that he/she does not want to do, or to get weighed or measured.  
4. If you or your child decides not to take part in the study, you and your family will not lose any benefits or services you may be receiving.  There is no penalty for withdrawal.    
5. You and your child can decide to leave the study at any time.  To withdraw from the study, please call us at 1-877-834-7088 and let us know.  Please note:
a. CHATS will not be able to remove samples and information that have already been tested. 
b. We cannot get back sample data or information that has already been combined with data from other assessments.
c. CHATS may still use or share for research purposes only the health information that was already collected before your child withdrew from the study.  This is so we can protect the validity of the study results.
However, your child’s participation in this study is very important to us because he/she plays a critical part in helping us understand the health effects of children living in this area after Hurricanes Katrina and Rita.  You and your child may choose not to take part in this study, but because your household was chosen based on scientific method, and your child was chosen at random to participate, no other child or household can take your place.  If there is another parent or guardian in the home who is available, we are more than happy to speak with him or her if you prefer.
What type of testing will be done at the laboratories?  The blood and urine samples will be sent to the Interim Louisiana State University (LSU) Public Hospital, and the air samples from the PEM and dust samples from your home will be sent to RTI’s laboratory.  Some of the tests we will do can identify unusual levels of chemicals and other pollutants such as mold in the air and dust that could cause skin allergies or breathing problems for your child.  The blood, urine, air and dust samples will not be used for any purposes other than this study and will be destroyed in accordance with CDC’s records control schedules.  You have the right to have these samples destroyed at any time prior to the end of the study as well.  To do this, you would only need to call us at 1-877-834-7088 and let us know.
Will we receive anything for taking part in the study?  By joining this study, you are helping us to gain a better understanding about the overall health of Gulf Coast children.  This will help in making better plans for future natural disasters like hurricanes.  As a token of our sincere thanks for your time, you and your child will be given the following at the end of each session:
1. Session 1.  
· Parent/Guardian Token of Thanks:  $40 for completing the 1st parent interview and consent to set up the air devices

2. Session 2.  
· Parent/Guardian Token of Thanks:  $65 for completing the 2nd parent interview, permission for your child to take part in the health assessment, and permission to collect the air and dust samples.  If your child is 7 to 12 years of age, you will also receive $20 for your time and assistance in working with the child and the PEM.
·  Child Token of Thanks:  If Age 13 or older - $30 for wearing the PEM.  If Age 8 through 12- $10 for wearing the PEM.  .  We will ask you to sign a receipt for your child’s cash payment.   If Age 7 or younger - activity book or coloring book instead of cash. 
If both you and your child fully participate in the study, and depending on the age of your child, your household could receive up to a total of $135. 
3. Within about 5 months, we will send you some information about the air quality in your home along with the results from your child’s personal air measurements, blood and urine test results if he or she participates.  These letters will give you valuable information about your child’s health related mainly to skin allergies and breathing problems. If any test results show that your child should be seen by a doctor, while we cannot refer you to a specific doctor for further care, we will provide you with a list of clinics or doctors in your area who may be able to help.  
The letters will also include some information about how to understand what the test results mean. If the air quality results indicate improvements can be made in the home, the letter will provide suggestions for how to do that
If any of the test results for blood or urine are critical, we will notify you within 24 hours after processing by the lab. Lab processing will be finished in 1 to 2 weeks.
Are there any risks to taking part in this study?  Some questions in this study are of a personal nature. Some people might find them embarrassing or distressing. If you are upset or uncomfortable you can skip any question, or you can stop the interview at any time.  
There are no risks for your child to wear the PEM.  Your child should also not feel any physical pain from having the nurse look at their face and skin for allergies, measure their height and weight, or collect their urine sample. When the breathing tests are done, some children may cough or say that they are light-headed.  These usually go away quickly.  The nurse will be there to help your child if they feel this way.
Your child may find the blood draw a little uncomfortable as described below: 
1. Your child may feel a slight pinch when the blood is drawn and this could leave a small bruise.   We will use the same methods that most doctors use in their office, and we will not make more than two tries to draw your child’s blood.  
2. There is a small chance of getting germs in the spot where the blood was taken.  If the area around the spot gets red and sore or infected, you will need to take your child to a health clinic or your doctor.  
3. Some people get a little dizzy or feel uncomfortable before or after the blood collection, but the nurse will be there to help them if they feel this way.
4. To help lessen the discomfort your child may experience during the blood draw, with your permission, the nurse may be able to apply a small amount of numbing cream to the needle stick area before collecting the blood sample.  Some people experience a reaction, such as a mild skin irritation, on the spot where the numbing cream is applied.
During the home visit or health assessment, while we do not anticipate this to be likely, we are required by law to report any child abuse or neglect we may see or hear.  More information on this issue is provided in the privacy section below.  
As mentioned above, if the letter you receive with your child’s CHATS test results shows there may be areas of concern regarding your child’s health, the study will provide a resource list of clinics and doctors to contact for help.  It will then be your choice to decide whether or not to contact a clinic or doctor for further examination or treatment.  The CHATS study will not provide any follow up care needed based on the results found during the CHATS assessments.  
Will we be contacted again?  To help us understand how the health of your child changes between seasons and as they grow older, we would like to return for a follow-up visit, with your permission. The follow-up visit will occur 6 months after Session 2.  We will repeat the assessments (both sessions); only we would not collect blood from your child during the 6-month follow-up.  
CHATS will follow families for one year and then possibly for another six years.  In all, we may ask to visit your child up to 7 times over the course of our study, with each visit being 6 to 9 months apart.   
1. You and your child will be given the same tokens of appreciation at the end of each session.   
2. Each of these additional visits will be completely voluntary.  You and your child will have the option to say no if either of you do not want to do the study or any part of the study.
Also, you may get a telephone call or a letter from RTI to make sure our field personnel were professional and courteous when visiting you.
Will our information be kept private?  Your family’s privacy is protected by law, and all responses and samples collected will be kept strictly private. .  The nurse will label your child’s samples with a special number instead of his/her name as a further safeguarding measure..  No DNA or any other biological test that might yield identifiable information will be done.   We will not give your family’s personal data or results to anyone who does not work on the study. There is an important exception:  If the nurse or I feel that your child’s life or health is in danger or if you or your child tells us that either of you are planning to cause serious harm to yourself or others, we will inform the appropriate county or state agency.   We will not use any names of parents or children in our study reports.  All answers and data collected for CHATS will be combined with other interviews and all published information about the study will be in summary form only.  
In addition, all RTI staff involved in the project have signed a Privacy Pledge saying they will protect the privacy and security of the data they collect and the privacy of the respondents.  For added protection, the study also has a Certificate of Confidentiality which helps us protect the privacy of people in the study.  Having this Certificate means that we cannot be forced to give your or your child’s name or other identifying characteristics to anyone not connected with the CHATS study, even if in a court of law, unless you say it’s okay. Please note that a Certificate of Confidentiality protects the researchers from being forced to disclose your personal data but it will not protect you if you decide to tell others about your family’s involvement in the CHATS study.  You should consider protecting your own privacy when talking to others.  
Who do I call if I have questions? If you have any questions about the survey you may call the [Insert project title], [Insert name]. [Her/His] toll free number is 1-xxx-xxx-xxxx, ext xxxx. You may also contact the CDC [Insert title]. [Her/His] toll free number is 1-xxx-xxx-xxxx.  When you call, tell [him/her] the protocol number for this survey is xxxx-xxxx. If you have any questions about your rights as a study participant or you feel you have been harmed, you can call RTI’s Office of Research Protection at 1-xxx-xxx-xxxx (a toll-free number).
Do you have any questions that might help you decide whether or not you want both you and your child to participate in the study? 
Parent/Guardian’s Participation Agreement.  You will be given a copy of this consent form to keep. When you indicate your choices and sign below, it shows that you give consent for both you and your child to participate in Children’s Health after the Storms. It also shows that you have read the information in the previous pages and that you have received answers to all of your questions. If there is a part of this form that is unclear to you, be sure to ask questions about it. If you agree for you and your child to be a part of this survey, you are not giving up any of your legal rights.
Parent/Guardian’s Sample Collection Agreement.  Please write your initials next to your choice for each of the samples below.  You may make different decisions for each sample if you desire.
Urine Sample
· 	 I DO consent for my child to provide a urine sample.
· 	 I do NOT consent for my child to provide a urine sample.
Blood Sample 
· 	 I DO consent for my child to provide a blood sample.
· 	 I do NOT consent for my child to provide a blood sample.

	
Printed Name of Child

			
Printed Name of Parent/Guardian 	Printed Name of Interviewer

				
Signature of Parent/Guardian 	Date	Signature of Interviewer	Date

Recordings.  We are using a special quality control system on this project.  The system runs on the computer and will record what we say to each other during several different parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be reviewed by people at RTI to monitor my work.  The files will be destroyed after they have been used to review my work.  The recordings will be kept private just like all the other information you provide.  You may participate in the interview even if you do not consent to the recordings.  May we use this quality control system during your interview? 
By signing below, you are agreeing to allow the computer recordings for quality control.

		
Signature of Parent/Guardian	Date
□ CHECK BOX IF PARENT AGREES TO HAVE		
	PORTIONS OF THE INTERVIEW RECORDED	Signature of Interviewer	Date

□	CHECK BOX IF PARENT DOES NOT WANT
	ANY PORTIONS OF THE INTERVIEW RECORDED
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ATTACHMENT F2
Child Assent Form – 8 - 12 Years of Age
CHILD ASSENT FORM 8 - 12 YEARS OF AGE

Children’s Health after the Storms (CHATS)
Child Assent Form (Age 8-12)

You have been invited to take part in a study called Children’s Health after the Storms (CHATS).  The company I work for, called RTI International, is doing this study for the U.S. Government.  Your parent/guardian said it was okay for me to talk to you about this special health study. After I tell you about the study, I will ask if you would like to be in it.
What is the study about?  We are talking to kids just like you all across Louisiana and Mississippi to find out how you are doing after Hurricanes Katrina and Rita.  Section 301 of the Public Health Service Act permits the Centers for Disease Control and Prevention to collect this information. 
What will happen to me in this study?  There are a number of things we need you to help us with.  
Air Measuring Device.  Today, I would like to talk to you for about 15 minutes to teach you how to wear a small device called a PEM. It’s easy to wear and just checks the air you breathe.  
· We will want you to wear it all day long, from morning until bedtime, until I return in 5 to 9 days.  
· The PEM can be worn on a vest or shoulder strap I will give you today.  At night, you will place it next to your bed while you sleep.
Time Activity Diary.  Today, I will also teach you how to fill out the daily Time Activity Diary to keep track of your activities each day until I return about a week from now.
Health Assessment.  Next week, you will meet a nurse who will ask you some questions about your health, such as if you have any breathing problems or skin allergies, and do a short health assessment with you that will take about 45 minutes.  The nurse will:
· Look at your face, neck, arms, and legs to see if you have any rashes or skin problems 
· See how tall you are and how much you weigh
· Ask you to do some easy breathing tests  
· Collect a small amount of urine (pee) and blood.  This means that the nurse will use a needle to take a little bit of blood from your arm.  
Will anything about the study hurt?  You may start coughing or feel light-headed when you do the breathing test.  But this usually goes away quickly and the nurse will be there to help you.  When the nurse takes the little sample of blood, you may feel a little pinch or sting at first.  Some people get a little dizzy before or after, but the nurse will be there to help you if you get dizzy.
Do I get anything for taking part in the study?  To thank you for helping us with our study, we will give you $10 for wearing the PEM.  
Are you going to come back?  If you and your parent/guardian agree, we will return at least one more time and may return up to 6 more times to visit you.  It will be about 6 to 9 months in between each visit. You will be able to say no if you don’t want to be in the study anymore.     
What about my privacy?  We will do our best to protect your privacy, using all of the laws available to us.  It was so important that we have obtained a Certificate of Confidentiality for this study.  This means that those of us doing the study cannot be forced to give out anything you or your parents/guardians tell us (even in a court of law), unless you say it’s okay.  There is one exception to this rule about privacy:  The only time I have to tell someone is if we feel that your life or health is in danger or if you tell the nurse or me that you are planning to seriously hurt yourself or others.  
When we are finished with this study, we will combine your information with what we learned from other kids like you but we won’t ever use anyone’s names.  
Do I have to be in the study?  You do not have to do the study if you don’t want to, and no one will be upset with you.  If you only want to do part of the study, that is okay too.  If you start the study then change your mind, you can stop.  Just tell us or your parent/guardian and they will contact us to let us know.  You can also take a break at any time.  Just tell me when you don’t want to do something or want a break.  
What if I have questions? I will answer any questions you have now.  If you have questions later, I left telephone numbers for your parent/guardian to call.
Do you have any questions for me now?
If you would like to take part in the study, please tell me and I will write your name on this paper to show that you want to be in the study.  Also, please tell me if you agree to have the nurse complete a health assessment.  In addition, you can agree to give both the urine and blood sample, only one sample, or none of the samples.  I will mark your choice below.
Health Assessment
· 	I do agree to complete the health assessment with the CHATS nurse.
· 	I do not agree to complete the health assessment with the CHATS nurse.

Urine Sample
· 	 I do agree to give a urine sample.
· 	 I do not agree to give a urine sample.

Blood Sample 
· 	 I do agree to give a blood sample.
· 	 I do not agree to give a blood sample.

				
Printed Name of Child 8-12 years old 	Printed Name of Interviewer

□ CHECK BOX IF CHILD DOES NOT AGREE TO PARTICIPATE		
		Signature of Interviewer	Date
□ CHECK BOX IF CHILD AGREES TO PARTICIPATE
Recordings.  We are using a recording system on the computer.  The system may record what you and I or the nurse say to each other during parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be listened to by people at RTI to check on my work.  The files will be destroyed after they have been used to review my work.  The people who listen to the recording will know who I am, but will not know who you are.  You may participate in the interview even if you do not consent to the recordings.  Is it all right with you if the recording system runs during this interview?
□	CHECK BOX IF CHILD AGREES TO HAVE		
	PORTIONS OF THE INTERVIEW RECORDED	Signature of Interviewer	Date

□	CHECK BOX IF CHILD DOES NOT WANT
	ANY PORTIONS OF THE INTERVIEW RECORDED


Child Assent Form (Age 8-12)		F2-4
ATTACHMENT F3
Child Assent Form – 13 - 15 Years of Age 
CHILD ASSENT FORM 13 - 15 YEARS OF AGE

Children’s Health after the Storms (CHATS)
Child Assent Form (Age 13 - 15)

You have been invited to take part in a study called Children’s Health after the Storms (CHATS).  The company I work for, called RTI International, is doing this study for the Centers for Disease Control and Prevention.  I would like to talk to you about this special health study we are conducting.
What is CHATS all about?  Children’s Health after the Storms is a special research study trying to find out about kids health after Hurricanes Katrina and Rita.  This is so that we can better understand the effects that the living conditions after the Storms may have had on the children in the area.  Your parent/guardian has given permission for you to join the study.
But what if I didn’t live in a temporary home during the Hurricanes?  Do you still want to talk to me? Yes.  It is very important to the success of our study that we also speak with kids and teens who did not move into temporary housing after Hurricanes Katrina and Rita.  This is so that we can compare the overall health of the two groups.  Section 301 of the Public Health Service Act permits the Centers for Disease Control and Prevention to collect this information.
What would I do if I participate?   There are a number of things we need you to help us with so the study can be a success.  
Air Measuring Device.  Today, I would like to talk to you for about 15 minutes to teach you how to wear a small device, called the PEM.   This device is about the size of a cell phone and will check the air that you breathe.  
· We will want you to wear this small device all day long, from morning until bedtime, until I return in 5 to 9 days
· The PEM can be worn on a vest or shoulder strap I will give you today.  At night, you will place it next to your bed while you sleep.
Time Activity Diary.  Today, I will also teach you and your parent/guardian how to fill out the daily Time Activity Diary to keep track of your location and activities each day until I return in about a week’s time.
Medical Records Release.  I may also ask your parent/guardian permission for the Study to review your medical records to confirm your health status.
Health Assessment.  Next week, I will come back with a nurse who will ask you some general questions about your health, such as if you have any breathing problems or skin allergies, and complete a health assessment with you.  This will take about 45 minutes.  During the health assessment the nurse will:
· Take a look at your face, neck, arms, and legs to see if you have any rashes or skin problems  
· See how tall you are and how much you weigh
· Ask you to do some easy breathing  tests to see if you have any signs of breathing difficulties
· Collect a small urine and a small blood sample to run some health tests 
What will happen to the samples I give the nurse?  The nurse will label your samples with a special number instead of your name.  The samples will be sent to a laboratory where they will run tests.  In about 5 months, we will send your parent/guardian a letter with important information about your current health based on the tests run on these samples.  One of the tests run on the urine sample identifies if you have been exposed to tobacco smoke.      
Are there any risks or dangers to participating?  There are very few risks to taking part in the CHATS study.
· There are no risks to wearing the small PEM strapped to your shoulder or vest.  
· You should also not feel any physical pain from having the nurse check your skin for allergies, or measure your height and weight.  You will take the urine sample privately in the bathroom while the nurse waits outside—just like in a doctor’s office or clinic.  
· You may feel a slight pinch when the blood is drawn and this could leave a small bruise.  Some people get a little dizzy before or after the blood is taken but the nurse will be there to help you if you get dizzy.
· You may start coughing or feel light-headed when you do the breathing test.  But this usually goes away quickly and the nurse will be there to help you.  
Do I get anything for participating?  To thank you for helping us with our study, we will give you $30 for wearing the Personal Exposure Measuring (PEM).  
How often will I take the survey?  With both your and your parent’s/guardian’s permission, we will return at least one more time and up to 7 total times to repeat this process with you.  
· Each visit will be 6 to 9 months apart.  
· You will be given the same tokens of appreciation at the end of each health assessment.
· You will have the option to say no if you do not want to do the study or any part of the study.     
What about my privacy? We will do our best to protect your privacy, using all of the laws available to us.  It was so important that we have obtained a Certificate of Confidentiality for this study.  This means that those of us doing the study cannot be forced to give out anything you tell or your parents/guardians tell us (even in a court of law), unless you say it’s okay.  There is one exception to this rule about privacy:  The only time I have to tell someone is if we feel that your life or health is in danger or if you tell the nurse or me that you are planning to seriously hurt yourself or others.  
When we are finished with this study, we will combine your information with what we learned from other kids like you.  We will then write a report about what we learned, but we will not use your name in our report.  
Do I have to participate?  If you do not want to take part in our study, that is okay, and no one will be upset with you.  If you only want to do part of the study, that is okay too.  Just tell your parent/guardian and they will contact us to let us know.  Or, you can call and tell us directly at 1-877-834-7088.   Please note if you decide to leave the study, we will not be able to remove any data that was previously collected and already been analyzed.  If you want to take a break at any time, just tell me.
What if I have questions? If you have any questions for me, I will answer them now.  If you have questions later, I left telephone numbers for your parent/guardian to call.
Do you have any questions for me now?
If you would like to take part in the study, please write and sign your name below, and then add today’s date.  

			
Printed Name of Child 13-15 years old 	Printed Name of Interviewer


				
Signature of Child	Date	Signature of Interviewer	Date

Below, we ask that you also tell us if you agree to have the nurse complete a health assessment with you for the CHATS study.  In addition, you can agree to give both the urine and blood sample, only one sample, or none of the samples.  Please write your initials next to your choice for each of the tasks below.
Health Assessment
· 	I do agree to complete the health assessment with the CHATS nurse.
· 	I do not agree to complete the health assessment with the CHATS nurse.

Urine Sample
· 	 I do agree to give a urine sample.
· 	 I do not agree to give a urine sample.

Blood Sample 
· 	 I do agree to give a blood sample.
· 	 I do not agree to give a blood sample.

□ CHECK BOX IF CHILD DOES NOT AGREE TO PARTICIPATE
□ CHECK BOX IF CHILD AGREES TO PARTICIPATE


Recordings.  We are using a recording system on the computer.  The system may record what you and I or the nurse say to each other during parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be listened to by people at RTI to check on my work.  The files will be destroyed after they have been used to review my work.  The people who listen to the recording will know who I am, but will not know who you are.  You may participate in the interview even if you do not consent to the recordings.  Is it all right with you if the recording system runs during this interview?
By signing below, you are agreeing to allow the computer to record parts of the interview.
		
Signature of Child			Date
□	CHECK BOX IF CHILD AGREES TO HAVE PORTIONS OF THE INTERVIEW RECORDED

□ CHECK BOX IF CHILD DOES NOT WANT ANY PORTION OF THE INTERVIEW RECORDED

Child Assent Form (Age 13 - 15)		F3-3
ATTACHMENT F4

Consent for Parent/Guardian and Child Permission 
for Participation Script


CONSENT FOR PARENT/GUARDIAN AND CHILD PERMISSION FOR 
PARTICIPATION SCRIPT

Intro 1:
HAND THE “CONSENT FOR PARENT/GUARDIAN AND CHILD PERMISSION FOR PARTICIPATION” CONSENT FORM.  I’d like to go over the main points of this form that describes the study and gets your permission for participation. You can follow along.  I’ll answer any questions you have.    
Intro 2: 
Your child, [CHILD’S NAME], has been invited to take part in the Children’s Health after the Storms study, or CHATS.  We are speaking to about 500 children to find out about the health of Gulf Coast children after Hurricanes Katrina and Rita.  This is so we can better understand the effects of the living conditions - such as storm damaged housing, FEMA-supplied trailers, and housing unaffected by the storms - on children in this area.  I’d like to take a few minutes to explain what is involved before asking if you agree to allow both yourself and your child to participate in this study.  The institute I work for, called RTI International, is doing this study for the U.S. Government.  
Consent 1:
Your family was chosen randomly from lists that we have from the United States Postal Service and the Federal Emergency Management Agency (FEMA).  The study starts with a Baseline assessment that involves you and your child.  The Baseline assessment is split into 2 separate sessions.  Today we will complete Session 1, and then in about a week, I will return along with a nurse to complete Session 2  
Session 1 takes about 15 minutes of your child’s time and an hour of your time for a total of 1 hour and 15 minutes:
· First I will ask you, as [CHILD]’s parent/guardian, some general questions about the household, your home itself and other places you lived  since the Storms hit.  I will also ask you about your child’s health, including any breathing problems or skin allergies your child or other family members may have.   
· If your child is age 7 or older, [he/she] will be asked to wear a small device, called the PEM, to measure the quality of air [he/she] breathes.  
· I will ask both of you some questions about how things in your child’s life are going.  For example, I’ll ask about your child’s feelings towards school, their relationships with others, and any physical activities they are involved in.
· I will also teach you and your child how to fill out a Diary to keep track of your child’s location and activities this week until I come back. 
· Next, I will set up some devices, which will take samples of the air in and around your home, and I will do a quick visual check of your home. 
· Lastly, I may also ask your permission for the Study’s staff to review your child’s medical records.
About a week from now, I will come back along with a nurse to complete Session 2.  
· During Session 2, I will ask you and your child about the activities your child took part in during the previous week and some more questions about [his/her] health. 
· Next, I’ll collect the PEM, pack up the air monitoring devices from Session 1 and vacuum some dust from around the home.
· And, finally, I will get a GPS reading for your home so we can link the results to the neighborhood where you live.
· For Session 2, I will need about 45 minutes of your time.
· While we are talking and with your permission, the nurse, who comes with me, will give your child a health assessment, which will take about 45 minutes.  During this assessment, the nurse will:
· Ask you and your child some general questions about [his/her] health and the health of other family members 
· Look at your child’s face, neck, arms, and legs for signs of rashes or skin problems 
· Measure your child’s height and weight 
· Do some breathing tests to see if [he/she] has  difficulty breathing
And finally, the nurse will collect a small urine sample and, if the child is 5 or older, a small blood sample to see if your child is exposed to harmful chemicals or has blood problems or allergies.  If any of the test results for blood or urine are critical, we will notify you within 24 hours after processing by the lab. Lab processing will be finished in 1 to 2 weeks.
So, Session 1 will take about 1 hour and 15 minutes and Session 2 will be about an hour.  In between these Sessions, the air monitoring equipment will just quietly stay in place and work and, if your child is given a PEM, we ask them to wear it all the time.
Consent 2: This study is completely voluntary.  Your child may choose not to take part in this study, but no one else can take [HIS/HER] place.  If there is another parent or guardian in the home who is available, we are more than happy to speak with him or her if you prefer.
· Some of the questions we ask may seem personal.  If you or your child feels uncomfortable, you can skip the question or stop the interview.  You may ask us not to leave the air devices in your home.  Your child does not have to do all the tests.
· Both you and your child can decide to leave the study, quit the interview or health assessment at any time.  There is no penalty of withdrawal.  We give you a number to call if you later decide to withdraw.
However, your child’s participation is very important to us because [he/she] helps us understand the health effects of children after the Storms.  This will help in making better plans for future natural disasters like hurricanes.
Consent 3:
As a token of thanks for participating in the CHATS study, we would like to give both you and your child the following:  
· At the end of Session 1, you will receive $40 for completing the interview and providing consent to set up the air devices.
· At the end of Session 2, you will receive $65 for completing the second interview, permitting your child to take part in the health assessment, and letting us collect the air and dust samples. [IF THE CHILD IS AGE 7 - 12] You will also receive $20 for your time helping [CHILD’S NAME} when [he/she] is wearing the PEM.

·  [IF THE CHILD IS AGE 13 OR OLDER] Also at the end of Session 2, [CHILD] will receive $30 for wearing the PEM.  
· [IF THE CHILD IS AGE 8 -12] Also at the end of Session 2, we will ask you to sign a receipt for your child to receive $10 for [HIS/HER] wearing the PEM.
· [IF THE CHILD IS AGE 7 OR YOUNGER] Also at the end of Session 2, [CHILD] will receive an activity book or coloring book as thanks for participating.
· [IF THE CHILD IS AGE 8 OR OLDER] That means that, if both you and your child fully participate in the study and depending on the age of your child, your household could receive up to a total of $135.
· In about 5 months, we will also send you some information about the air quality in your home and a letter with your child’s health assessment test results.  
Consent 4:
There are no risks for your child to wear the PEM.  Your child should not feel any pain from having the nurse look at their face and skin for rashes or skin problems, measure their height and weight, or collect the urine sample.  Your child may start coughing or feel dizzy when they do the breathing tests.  This usually goes away quickly.  Your child may find the blood draw a little uncomfortable, but we will use the same methods doctors’ use and only trained nurses will collect the blood.  The nurse will help them if they feel dizzy or uncomfortable.  The nurse can apply a numbing cream to the blood draw area to help decrease this discomfort. We will contact you again in 6 months to ask if we can repeat the visit.  This is voluntary.  It is possible that the study would continue for another six years with visits 9 months apart.
Consent 5:  
Before agreeing to allow both yourself and your child to participate in the CHATS study, it is important that you know:
· Both your and your child's participation in this study is completely voluntary.  The blood, urine, air and dust samples will not be used for any other purpose and they will be destroyed in accordance with CDC’s records control schedules.  You have the right to have these samples destroyed at any time prior to the end of the study as well.  To do this, or to withdraw from the study completely, you would only need to call us at the number listed below on the consent form and let us know.
· Your family’s privacy is protected by law.  All the answers you and your child provide, as well as any samples collected, will be kept strictly private and used only for research purposes. We will not use any names of parents or children in our study reports, and we will not give our participants’ names to anyone who does not work on the study.  There is an important exception:  If the nurse or I feel that your child’s life or health is in danger, or if you or your child tells us that either of you are planning to cause serious harm to yourself or others, we will inform the appropriate county or state agency. 
· All CHATS staff have signed a Privacy Pledge.  For added protection, the study also has a Certificate of Confidentiality which helps us protect the privacy of people in the study.  Having this Certificate means that we cannot be forced to give your or your child’s name or other identifying characteristics to anyone not connected with the CHATS study, even if in a court of law, unless you say it’s okay.  But, the Certificate will not protect you if you decide to tell others about your family’s involvement in the CHATS study.  You should consider protecting your own privacy when talking to others.  
Consent 7:
If you have any questions please feel free to ask me now.  If questions come up after I have left, please call the number listed in the consent form I have given you. 
Do you have any questions before signing the consent form?
Consent 8:
If you would like to take another few minutes to read the consent form, go ahead and do that now.  Once you put your initials next to your choice for each of the samples, please print your child’s name, print and sign your own name, and finally add today’s date to the form.  I will then sign and date the form, give you a copy of the form to keep.
Do you agree to allow both yourself and your child to be in our study?
INTERVIEWER: DOES PARENT/GUARDIAN AGREE TALLOW CHILD AND PARENT/GUARDIAN TO BE IN THE STUDY?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE THEM SIGN/INITIAL THE APPROPRIATE CONSENT FORM 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want you and your child to participate in this study?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHILD AND PARENT TO BE IN THE STUDY.  IF PARENT/GUARDIAN STILL SAYS NO, THANK HIM/HER FOR THEIR TIME AND DEPART THE HOME.  WE WILL FOLLOW UP WITH A REFUSAL LETTER.
Consent 9:
Do you agree to allow your child to provide a urine sample?
INTERVIEWER: DOES PARENT/GUARDIAN AGREE TALLOW CHILD TO PROVIDE A URINE SAMPLE?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE THEM INITIAL THE APPROPRIATE CONSENT FORM 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want your child to provide a urine sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHILD TO PROVIDE A URINE SAMPLE.
Consent 10:
Do you agree to allow your child to provide a blood sample?
INTERVIEWER: DOES PARENT/GUARDIAN AGREE TALLOW CHILD TO PROVIDE A BLOOD SAMPLE?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE THEM INITIAL THE APPROPRIATE CONSENT FORM. 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want your child to provide a blood sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHILD TO PROVIDE A BLOOD SAMPLE.
Consent 11:
We are using a special quality control system on this project.  The system runs on the computer and will record what we say to each other during several different parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be reviewed by people at RTI to monitor my work.  The files will be destroyed after they have been used to review my work.  The recordings will be kept private just like all the other information you provide.  You may participate in the interview even if you do not consent to the recordings.  May we use this quality control system during your interview?  If you agree, please sign and date the bottom of the consent form.  If you do not agree, simply leave the space blank.  
INTERVIEWER: DID PARENT/GUARDIAN AGREE TO RECORDING?
1=Yes
2=No
IF PARENT/GUARDIAN SAYS YES, HAVE THEM CHECK APPROPRIATE BOX ON CONSENT FORM AND SIGN/DATE FORM.  YOU WILL ALSO SIGN AND DATE THE FORM
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want allow us to record portions of the interview?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW RECORDINGS.
IF PARENT/GUARDIAN STILL SAYS NO, HAVE THEM CHECK APPROPRIATE BOX ON CONSENT FORM.  YOU WILL SIGN/DATE THE FORM.


Consent 12:
Thank you for agreeing to allow both you and your child to participate in this study.  I would now like to talk to your child about their role in the CHATS study and to find out if they would like to participate.  Is [INSERT CHILD NAME] here right now?
INTERVIEWER: IS THE SELECTED CHILD AVAILABLE TO SPEAK TO YOU?
1=YES
2=NO 
IF YES, BEGIN APPROPRIATE AGE CHILD ASSENT SCRIPT
IF NO, SCHEDULE TIME TO RETURN WHEN THE CHILD IS AVAILABLE, CONTINUE WITH PARENT INTERVIEW.
Consent 13:
Thank you for scheduling a time for me to return to speak to your child about participating in the CHATS study.  If it is all right with you, we can get started with your interview. (Can we find a private place to complete the interview.
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Child Assent Script – 8 - 12 Years of Age


CHILD ASSENT SCRIPT (AGE 8-12)

After Parent Participation Script
Consent 26:
Your parent/guardian said it was okay for me to talk to you about a special health study we are doing.   [HAND 8-12 YEAR OLD CHILD “CHILD ASSENT FORM (8-12)”] This form describes the study and asks if you agree to participate.   I will tell you the main points and you can follow along.  After we talk, I will ask if you have any questions and if you would like to be in the study.  Our study is called Children’s Health after the Storms (CHATS).  The company I work for, called RTI International, is doing this study for the U.S. Government.  We are talking to kids just like you all across Louisiana and Mississippi to find out how you are doing after Hurricane’s Katrina and Rita.  
Consent 27:
If you choose to be in the study, there are a few things we will want you to do.
· Today, I will show you how to wear a little device called a PEM.  It is easy to wear and just checks the air you breathe.  We will want you to wear it all day until it is time to go to bed.  In about a week, I will come back and get the device from you.
· I will also teach you how to fill out a daily Diary to keep track of your activities and the time you spend each day until I return.
· Next week, I will return with a nurse who will ask you some questions about your health, such as if you have any breathing problems or skin allergies, and give you a short health check-up.  
· The nurse will look at your face, neck, arms and legs to see if you have any rashes or skin problems.  
· The nurse will also see how much you weigh, how tall you are, and ask you to do some easy breathing tests.
· The last thing the nurse will do is collect a small amount of pee, which is sometimes called urine, and blood from you.  This means that the nurse will use a needle to take a little bit of blood from your arm.  
Consent 28:
You might feel dizzy or start coughing when you take the breathing test.  This usually goes away quickly.  When the nurse takes a little bit of your blood, you may feel a little pinch or sting at first.  The nurse can use a cream before hand to make it numb.  Some people get a little dizzy before or after, but the nurse will be there to help you if you get dizzy.  
Consent 29: 
To thank you for helping us with our study, we will give you $10 for wearing the PEM.  
Consent 30:
One thing that makes our study special is that we will ask you and your parent if we can come back in about 6months to see how you are doing.  After that visit and if the study goes on, we may ask to return up to 6 more times to see you.  We would also ask if you want to be in the study again.  If you don’t want to be in the study anymore, you will be able to say no.
Consent 31:
Before going any further, I want to make sure you understand some important points:
· We will do our best to protect you privacy, using all the laws available to us.  This is so important that we have a paper from the government, called a Federal Certificate of Confidentiality, that says we cannot be forced to give out anything you or your parents/guardians tell us, even in a court of law, unless you or your parents/guardians say it’s okay. 
· [bookmark: _GoBack]There is one exception to this rule about privacy:  If the nurse or I learn, during our time with you, about something that could seriously hurt you or someone else, we must tell someone whose job it is to see that the person in danger is safe and protected.
· When we are finished with this study, we will combine your information with what we learned from other kids like you but we will not use anyone’s names.
· You do not have to do the study if you don’t want to, and no one will be upset with you.  If you only want to do part of the study, that is okay too.  If you start the study then change your mind or want to take a break, you can stop.   Just tell me when you don’t want to do something or want a break.    
Consent 32:
You can ask questions at any time.  You can ask me now, or you can ask me later.  Do you have any questions for me right now?  
Would you like to be in our study?
INTERVIEWER: DOES CHILD AGREE TO BE IN THE STUDY?
1=YES
2=NO
IF CHILD SAYS YES, MARK THE APPROPRIATE BOX, PRINT THE CHILD’S NAME, YOUR NAME, AND SIGN AND DATE THE APPROPRIATE AGE ASSENT FORM FOR THE CHILD. NEXT PRINT AND SIGN YOUR NAME AND ADD TODAY’S DATE.
[IF CHILD SAYS NO] Can you tell me why you do not want to participate in this study?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO BE IN THE STUDY.  IF THE CHILD IS STILL UNWILLING TO BE IN THE STUDY, MARK THE APPROPRIATE BOX, DATE, AND PRINT AND SIGN YOUR NAME ON THE APPROPRIATE ASSENT FORM FOR THE CHILD.  STOP THE INTERVIEW PROCESS AT THIS POINT.  INFORM THE PARENT YOU WILL CALL BACK IN A WEEK TO SEE IF THE CHILD HAS CHANGED THEIR MIND. 
Consent 33:
I also want to ask how you feel about meeting with the nurse next week and doing some tests with her/him.  You can agree or not agree to do these tests with the nurse.  If you do not want to do something, you can say no and no one will be upset with you.
Do you agree to have the CHATS nurse complete the health assessment with you?
INTERVIEWER: DOES CHILD AGREE TO COMPLETE HEALTH ASSESSMENT?
1=YES
2=NO
IF CHILD SAYS YES, PLACE FI INITIALS IN THE APPROPRIATE PLACE ON ASSENT FORM FOR THE CHILD
[IF CHILD SAYS NO] Can you tell me why you do not want to participate in the health assessment?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO COMPLETE HEALTH ASSESSMENT.  IF NO, MARK FORM THAT CHILD REFUSES AND DO NOT PERFORM THE HEALTH ASSESSMENT. CONTINUE WITH REMAINDER OF CONSENT PROCESS.  IF CHILD AGREES TO COMPLETE ANY OTHER PORTIONS OF THE STUDY, THEY CAN STILL PARTICIPATE.
Consent 34:
Do you agree to give a pee sample?
INTERVIEWER: DOES CHILD AGREE TO PROVIDE A PEE SAMPLE?
1=YES
2=NO
IF CHILD SAYS YES, PLACE FI INITIALS IN THE APPROPRIATE PLACE ON ASSENT FORM FOR THE CHILD
[IF CHILD SAYS NO] Can you tell me why you do not want to provide a pee sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO PROVIDE A PEE SAMPLE.
Consent 35:
Do you agree to give a blood sample?
INTERVIEWER: DOES CHILD AGREE TO PROVIDE A BLOOD SAMPLE?
1=YES
2=NO
IF CHILD SAYS YES, PLACE FI INITIALS IN THE APPROPRIATE PLACE ON ASSENT FORM FOR THE CHILD
[IF CHILD SAYS NO] Can you tell me why you do not want to provide a blood sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO PROVIDE A BLOOD SAMPLE.
Consent 36:
Recordings.  We are using a recording system on the computer.  The system may record what you and I or the nurse say to each other during parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be listened to by people at RTI to check on my work.  The files will be destroyed after they have been used to review my work.  The people who listen to the recording will know who I am, but will not know who you are.  You may participate in the interview even if you do not consent to the recordings.  Is it all right with you if the recording system runs during this interview?
INTERVIEWER: DID CHILD AGREE TO RECORDING?
1=Yes
2=No
IF CHILD SAYS YES, CHECK APPROPRIATE BOX ON ASSENT FORM FOR THE CHILD AND SIGN/DATE FORM
[IF CHILD SAYS NO] Can you tell me why you do not want allow us to record portions of the interview?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO ALLOW RECORDINGS.
IF CHILD STILL SAYS NO, CHECK APPROPRIATE BOX ON ASSENT FORM FOR THE CHILD AND SIGN/DATE FORM.
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CHILD ASSENT SCRIPT (AGE 13-15)

After Parent Participation Script
Consent 33:
Your parent/guardian said it was okay for me to talk to you about a special health study we are doing.  [HAND 13-15 YEAR OLD CHILD “CHILD ASSENT FORM (13-15)”] This form describes the study and asks if you would like to participate.  I’d like to take a few minutes to go over the main points.  You can follow along while I cover the major points in this form.  After we talk I’ll ask you whether you have any questions and if you agree to participate.
You have been invited to take part in a study called Children’s Health after the Storms (CHATS).  The company I work for, called RTI International, is doing this study for the U.S. Government.  We are talking to kids just like you all across Louisiana and Mississippi to find out about the health of children in the Gulf Coast after Hurricanes Katrina and Rita.  This is so that we can better understand the effects of the living conditions after the Storms on children living in the area.
Consent 34:
If you choose to be in the study, there are a few things we will want you to do.
Today, I would like to talk to you for about 15 minutes to teach you how to wear a PEM device.  
· This device is about the size of a cell phone and measures the quality of air you are breathing. We will want you to wear the device all day until it is time to go to bed.  In about a week, I will come back and get the device from you.
· I will also teach you and your parent/guardian how to fill out a daily Diary to keep track of your location and activities each day until I return.
· I may also ask your parent/guardian permission for the Study to review your medical records to confirm your health status.
Next week, I will return with a nurse who will ask you some questions about your health, such as if you have any breathing problems or skin allergies, and give you a health assessment, which will take about 45 minutes.  During the health assessment the nurse will: 
· Take a look at your face, neck, arms, and legs to see if you have any rashes or skin problems  
· See how tall you are and how much you weigh
· Ask you to do some easy breathing  tests to see if you have any signs of breathing difficulties
· Collect a small urine and a small blood sample to run some health tests.  The nurse can put some cream on the skin to numb it.  We will send you the test results in about 5 months.  One of the tests run on the urine sample identifies if you have been exposed to tobacco smoke.      
Consent 35:
There are no risks to wearing the small PEM. You should also not feel any pain from having the nurse look at your face and skin for allergies, measure your height and weight, or collect your urine sample (this will be done privately in the bathroom while the nurse waits outside). You may find the blood draw a little uncomfortable, or feel a little pinch or sting at first. Some people get a little dizzy before or after the blood is taken, but the nurse will be there to help you if you get dizzy.  The nurse can apply cream to numb the skin. You might also feel dizzy or start coughing when you take the breathing test.  This usually goes away quickly.  
Consent 36: 
To thank you for helping us with our study, we will give you $30 for wearing the PEM device.
Consent 37:
One thing that makes our study special is that we will ask you and your parent if we can come back in about 6 months to see how you are doing.  After that visit and if the study continues, we may ask to return up to 6 more times to see you.  We would also ask if you want to be in the study again, and you would be given the same tokens of appreciation at the end of each health assessment.  If you don’t want to be in the study anymore, you will be able to say no.
Consent 38:
Before going any further, I want to make sure you understand some important points:
· We will do our best to protect your privacy, using all of the laws available to us.  This is so important that we have obtained a paper called a Certificate of Confidentiality for this study.  This means that those of us doing the study cannot be forced to give out anything you or your parents/guardians tell us (even in a court of law), unless you say it’s okay. The only time I have to tell someone is if we feel that your life or health is in danger or if you tell the nurse or me that you are planning to seriously hurt yourself or others.   
· When we are finished with this study, we will combine your information with what we learned from other kids like you.  We will then write a report about what we learned, but we will not use your names in our report.  
· You do not have to do the study if you don’t want to, and no one will be upset with you.  If you only want to do part of the study, that is okay too.  If you start the study then change your mind or want to take a break, you can stop.   Just tell me when you don’t want to do something or want a break.  
Consent 39:
You can ask questions at any time.  If you have any questions for me, I will answer them now.  If you have questions later, I left telephone numbers for your parent/guardian to call.  Do you have any questions for me right now?  
Would you like to be in our study?
INTERVIEWER: DOES CHILD AGREE TO BE IN THE STUDY?
1=YES
2=NO
IF CHILD SAYS YES, CHECK APPROPRIATE BOX ON ASSENT FORM FOR THE CHILD, HAVE HIM/HER PRINT AND SIGN THEIR NAME, AND ADD TODAY’S DATE TO THE APPROPRIATE AGE ASSENT FORM
[IF CHILD SAYS NO] Can you tell me why you do not want to participate in this study?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO BE IN THE STUDY.
IF CHILD STILL SAYS NO, CHECK APPROPRIATE BOX ON ASSENT FORM FOR THE CHILD AND SIGN/DATE FORM.  STOP THE INTERVIEW PROCESS AT THIS POINT.  INFORM THE PARENT AND CHILD YOU WILL CALL BACK IN A WEEK TO SEE IF THE CHILD HAS CHANGED THEIR MIND.
Consent 33:
I also want to ask how you feel about meeting with the nurse next week and doing some tests with her/him.  You can agree or not agree to do these tests with the nurse.  If you do not want to do something, you can say no and no one will be upset with you.
Do you agree to have the CHATS nurse complete the health assessment with you?
INTERVIEWER: DOES CHILD AGREE TO COMPLETE HEALTH ASSESSMENT?
1=YES
2=NO
IF CHILD SAYS YES, ASK CHILD TO PLACE INITIALS IN THE APPROPRIATE PLACE ON ASSENT FORM  
[IF CHILD SAYS NO] Can you tell me why you do not want to participate in the health assessment?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO COMPLETE HEALTH ASSESSMENT.  IF STILL NO, MARK FORM THAT CHILD REFUSES AND DO NOT PERFORM THE HEALTH ASSESSMENT.  IF CHILD AGREES TO COMPLETE ANY OTHER PORTIONS OF THE STUDY, THEY CAN STILL PARTICIPATE.
Consent 34:
Do you agree to give a urine sample?
INTERVIEWER: DOES CHILD AGREE TO PROVIDE A URINE SAMPLE?
1=YES
2=NO
IF CHILD SAYS YES, ASK CHILD TO PLACE INITIALS IN THE APPROPRIATE PLACE ON ASSENT FORM 
[IF CHILD SAYS NO] Can you tell me why you do not want to provide a urine sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO PROVIDE A URINE SAMPLE.
Consent 35:
Do you agree to give a blood sample?
INTERVIEWER: DOES CHILD AGREE TO PROVIDE A BLOOD SAMPLE?
1=YES
2=NO
IF CHILD SAYS YES, ASK CHILD TO PLACE INITIALS IN THE APPROPRIATE PLACE ON ASSENT FORM 
[IF CHILD SAYS NO] Can you tell me why you do not want to provide a blood sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO PROVIDE A BLOOD SAMPLE. 
Consent 36:
Recordings.  We are using a recording system on the computer.  The system may record what you and I or the nurse say to each other during parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be listened to by people at RTI to check on my work.  The files will be destroyed after they have been used to review my work.  The people who listen to the recording will know who I am, but will not know who you are. You may participate in the interview even if you do not consent to the recordings.  Is it all right with you if the recording system runs during this interview?
INTERVIEWER: DID CHILD AGREE TO RECORDING?
1=Yes
2=No
IF CHILD SAYS YES, ASK CHILD TO CHECK APPROPRIATE BOX ON ASSENT FORM AND SIGN/DATE FORM UNDER RECORDING HEADER
[IF CHILD SAYS NO] Can you tell me why you do not want to allow us to record portions of the interview?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO ALLOW RECORDINGS.
IF CHILD STILL SAYS NO, ASK CHILD TO CHECK APPROPRIATE BOX ON ASSENT FORM.
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Child Assent Script – 6 and 7 Years Old


CHILD ASSENT SCRIPT (AGE 6 – 7 YEARS OLD – NO FORM)

After Parent Participation Script
Consent 19:
Your parent/guardian said it was okay for me to talk to you about a special health study we are doing. After I tell you about the study, I will ask if you would like to be in it.  Our study is called Children’s Health after the Storms (CHATS).  We are talking to kids just like you all across Louisiana and Mississippi to find out how you are doing after Hurricane’s Katrina and Rita.
Consent 20:
If you choose to be in the study, there are a few things we will want you to do.
· Today, [IF CHILD IS AGE 7] I will show you how to wear a little device about the size of a cell phone that will check the air you breathe.   We will want you to wear the device all day until it is time to go to bed.  In about a week, I will come back and get the device from you.
· Next week, you will meet a nurse who will give you a short health check up.  
· The nurse will take a look at your face, neck, arms and legs.  
· The nurse will also see how much you weigh, how tall you are, and ask you to do some easy breathing tests.
· The last thing the nurse will do is collect a small amount of pee and blood from you.  This means that the nurse will use a needle to take a little bit of blood from your arm.  The nurse can use some cream to make the skin numb.
Consent 21:
When you do the breathing tests, some time children start coughing or get dizzy.  These usually go away quickly.  When the nurse takes a little bit of your blood, you may feel a little pinch or sting at first.  Some people get a little dizzy before or after the blood is taken, but the nurse will be there to help you if you get dizzy.  
Consent 22: 
Because we want to thank you for helping us and taking part in our study, we will give you an activity book/coloring book next week after you meet with the nurse.  
Consent 23:
One thing that makes our study special is that we will ask you and your parent if we can come back many months from now to see how you are doing.  We would also ask if you want to be in the study again.  If you don’t want to be in the study anymore, you will be able to say no.
Consent 24:
Before going any further, I want to make sure you understand:
You do not have to do the study if you don’t want to, and no one will be upset with you.  If you only want to do part of the study, that is okay too.  If you start the study then change your mind or want to take a break, you can stop.   Just tell me when you don’t want to do something or want a break.  
We have a piece of paper called a Federal Certificate of Confidentiality that promises I will keep everything you tell me during our time together private, unless you say it’s okay.  The only time I have to tell someone is if we feel that your life or health is in danger or if you tell the nurse or me that you are planning to seriously hurt yourself or others.
Consent 25:
You can ask questions at any time.  You can ask me now, or you can ask me later.  Do you have any questions for me right now?  
Would you like to be in our study?
INTERVIEWER: DOES CHILD AGREE TO BE IN THE STUDY?
1=YES
2=NO
[IF CHILD SAYS NO] Can you tell me why you do not want to participate in this study?  
INTERVIEWER:  ADDRESS CONCERN.
REASK IF CHILD IS NOW WILLING TO BE IN THE STUDY.  IF THE CHILD IS STILL UNWILLING TO BE IN THE STUDY, STOP THE INTERVIEW PROCESS AT THIS POINT.  INFORM THE PARENT YOU WILL CALL BACK IN A WEEK TO SEE IF THE CHILD HAS CHANGED THEIR MIND.
Consent 33:
I also want to ask how you feel about meeting with the nurse next week and doing some tests with her/him.  You can agree or not agree to do these tests with the nurse.  If you do not want to do something, you can say no and no one will be upset with you.
Do you agree to have the CHATS nurse complete the health assessment with you?
INTERVIEWER: DOES CHILD AGREE TO COMPLETE HEALTH ASSESSMENT?
1=YES
2=NO
[IF CHILD SAYS NO] Can you tell me why you do not want to participate in the health assessment?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO COMPLETE HEALTH ASSESSMENT.  IF STILL NO, THE NURSE WILL NOT PERFORM THE HEALTH ASSESSMENT.  IF CHILD AGREES TO COMPLETE ANY OTHER PORTIONS OF THE STUDY, THEY CAN STILL PARTICIPATE.
Consent 34:
Do you agree to give a pee sample?
INTERVIEWER: DOES CHILD AGREE TO PROVIDE A URINE SAMPLE?
1=YES
2=NO
[IF CHILD SAYS NO] Can you tell me why you do not want to provide a pee sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO PROVIDE A URINE SAMPLE.
Consent 35:
Do you agree to give a blood sample?
INTERVIEWER: DOES CHILD AGREE TO PROVIDE A BLOOD SAMPLE?
1=YES
2=NO
[IF CHILD SAYS NO] Can you tell me why you do not want to provide a blood sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF CHILD IS NOW WILLING TO PROVIDE A BLOOD SAMPLE.
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Parental/Guardian Authorization to Obtain Information from Medical Records	F8-1
PARENTAL/GUARDIAN AUTHORIZATION 
TO OBTAIN INFORMATION FROM MEDICAL RECORDS

Children’s Health after the Storms (CHATS)

	1.
	Provider Name:  _____________________________________________________________________________

Provider Street Address:  _____________________________________________________________________

City:  ____________________________________  State:  ____________________  Zip:  __________________

Provider Telephone:  (_______) - _______   - _________   Provider Email Address:  ______________________


	2.
	I am voluntarily allowing both myself and my child to take part in a research study for the Centers of Disease Control and Prevention (CDC), called Children’s Health after the Storms (CHATS).  The purpose of this research is to find out about the health of children in the Gulf Coast after Hurricanes Katrina and Rita.  This is so that we can better understand the effects of the living conditions after the storms on children living in the area.  In order to meet this goal, the CHATS study is requesting to review my child’s medical records to obtain a better picture of his/her overall health, including any reported problems.  
I authorize and request that you provide RTI International (RTI) and its contractors listed below with the medical information they request about all health services your facility provided to my child since August of 2003.  RTI’s contractors include:  
· ATEN Solutions medical records staff contracted by RTI International
· Louisiana State University (LSU) Health Sciences Center
· Coastal Family Health Center
· Interim Louisiana State University (LSU) Public Hospital
· Louisiana Public Health Institute (LPHI)
This authorization form covers any care my child received at your facility.  It also covers care my child received during this period from any medical provider associated with your facility or who provided care to my child in your facility.  I authorize and request you release my child’s medical records to the CHATS researchers, including the following:
· My child’s entire medical chart since August of 2003, including notes on office visits
· My child’s complete medical history, including any diagnoses and prescription data
· Reports from other procedures my child has had 
I have signed this form voluntarily, with the understanding that:
· The Health Insurance Portability and Accountability Act of 1996 (HIPAA) prohibits you from releasing my child’s information without my authorization. 
· This signed form (or a photocopy of this form) gives you my authorization.
· My decision to sign or not to sign the form will have no effect on my family’s or my eligibility for treatment, payment, enrollment, or eligibility for any benefits or services to which we are entitled.
· I will not receive any special treatment for allowing the release of these medical records.
· RTI and its contractors will use this information to supplement the information I have already given for CHATS research on the status of my child’s health. I also understand that once my information is released to the study, it is no longer covered by HIPAA but is covered by the Public Health Service Act.
· For added protection, the study also has a Certificate of Confidentiality which helps RTI to protect the privacy of people in the study.  Having this Certificate means that researchers working on this study cannot be forced to give my name or other identifying characteristics to anyone not connected with the CHATS study, even if in a court of law.  In addition, it prohibits the release of information that would identify me, my child, or my medical providers outside RTI and its contractors without my permission or that of my medical providers.
· I am authorizing the study to use information I have given in the survey to help you identify my child’s records.
· I am authorizing the CHATS medical records staff to release (for research purposes only) the health information from these records to RTI and it contractors.
· I can change my mind and not allow this authorization at any time by contacting a study representative by telephone at 1-877-834-7088.  CHATS may still use or share for research purposes only the medical records that were already obtained before I withdrew this authorization.  This is so CHATS can protect the validity of the study results. Otherwise, this authorization expires at the end of the research study.
· I do not have to sign this authorization form.


	3.
	Patient Name:  ____________________________________________________________________________

Patient Date of Birth:  ______ / ______ / ______	___________________________________________
	Month	Day	Year	Other Names Under Which the Records May be Filed


	4.
		_____		_______					
Printed Name of Parent/Guardian (CIRCLE ONE)		Printed Name of Interviewer

				_
Signature of Parent/Guardian 	Date	Signature of Interviewer 	Date


	
	□ CHECK BOX IF PARENT/GUARDIAN AGREES TO RELEASE MEDICAL RECORDS TO CHATS

□ CHECK BOX IF PARENT/GUARDIAN DOES NOT AGREE TO RELEASE MEDICAL RECORDS TO CHATS
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PARENTAL PERMISSION AUTHORIZATION TO OBTAIN INFORMATION FROM MEDICAL RECORDS SCRIPT
Children’s Health after the Storms (CHATS)

Consent 40:
HAND PARENT/GUARDIAN THE “Parental/Guardian Authorization to Obtain Information from Medical Records” FORM.  I’ll go over the main points of the medical records release process with you and answer any questions you may have.  
The Children’s Health after the Storms study would like to obtain copies of your child’s medical records.  We are requesting your consent to allow RTI International researchers and its contractors, which includes the CHATS medical records staff working on the study, to access and review [INSERT CHILD’S NAME]’s medical records to obtain a better picture of his/her overall health, including any reported medical problems. 
A federal law called the Health Information Portability and Accountability Act, or HIPAA, requires that you sign an Authorization form before any of your child’s health providers can release information for the CHATS study.  We will also need your permission to allow the CHATS medical records staff to release to RTI the info from the medical records they receive from your child’s health providers.
Consent 41:
We will be asking that you choose up to 3 doctors or clinics your child has visited since August of 2003.  We will then ask the doctors or clinics to release different types of information about your child’s health, using this signed form as your written permission for them to release information to us.  The information we will request will include:
· Your child’s entire medical chart since August of 2003, including notes on office visits
· Your child’s complete medical history, including any diagnoses and prescription data
· And reports from other procedures your child has had 
Consent 42:
I want to make sure you understand some important points before signing this form:
· All staff working on Children’s Health after the Storms are required by federal law to keep all information collected about your child strictly private.  The Certificate of Confidentiality further helps to protect the privacy of you and the information from your records.
· You and your family will not lose any benefits or services you may be receiving from these doctors or clinics and you will not get any special treatment if you sign this form.
· You are agreeing to allow the 3 doctors or clinics you identify to release your child’s medical records to CHATS medical records staff.  These CHATS medical records staff will then be allowed to release the health info from these records to RTI International researchers working on the study.
· You can change your mind and not allow RTI International to view your child’s medical records.  You can do this at any time during the study period, even after signing this form, by calling us to let us know.
· This authorization expires at the end of the research study.
· You do not have to sign this authorization form.
Consent 43:
If you have any questions, please feel free to ask me now.  If any questions come up after I have left, please call a CHATS study representative at the toll free number provided on the consent form.
Consent 44:
If you need to take a few minutes to read the consent form, please feel free to do so now.  If you agree to sign this authorization: 
· I will provide you with 3 copies of this authorization form to complete on your own before I return for session 2.  
· On each form please do the following.  In Section 1, please write the contact info for one doctor or clinic your child has seen since the Storms made landfall in August of 2005.  
· In Section 3, please print your child’s first, middle, and last name and date of birth, and any other names the records may be filed under.  
· Next in Section 4, print and sign your own name, circle if you are the child’s parent or guardian, and finally add today’s date to the form.  I will then sign and date the form, give you a copy to keep and then we will move on to the next part of the interview. 
· When I return, we will review the completed forms together and I will record the information into the laptop. 

INTERVIEWER: DOES PARENT/GUARDIAN AGREE TO ALLOW CHATS TO OBTAIN THE CHILDS MEDICAL RECORDS?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE HIM/HER COMPLETE SECTIONS 1, 3, AND 4 FOR EACH DOCTOR/CLINIC, AND MARK ON FORM THAT PARENT AGREES.  THEY CAN COMPLETE UP TO 3 FORMS FOR 3 SEPARATE DOCTORS/CLINICS. 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want CHATS researchers to obtain your child’s medical records?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHATS RESEARCHERS TO OBTAIN THE CHILD’S MEDICAL RECORDS.  IF NO, MARK FORM THAT PARENT REFUSES.
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Parental/Guardian Authorization for Release of 
Health Assessment Results

PARENTAL/GUARDIAN AUTHORIZATION FOR RELEASE OF HEALTH ASSESSMENT RESULTS

Children’s Health after the Storms (CHATS)
Baseline Feasibility Parental/Guardian Authorization for Release of Health Assessment Results

Thank you for agreeing to allow your child to take part in the Children’s Health after the Storms (CHATS) study.  The purpose of this research is to find out about the health of children in the Gulf Coast after Hurricanes Katrina and Rita.  This is so that we can better understand the effects of the living conditions - such as storm damaged housing, FEMA-supplied trailers, and housing unaffected by the storms - on children living in the area.  
Before we can begin the health assessment with your child, we have one final step to complete.  The nurses hired to work on this study are employees of RTI International’s (RTI) contractors, Louisiana State University (LSU) Health Sciences Center and Coastal Family Health Center (CFHC).  The Health Insurance Portability and Accountability Act of 1996 (HIPAA) prohibits these nurses from releasing your child’s information without your authorization.  As a result, we will also need your permission to allow the nurse working with your child today to release the results of your child’s health assessment to the CHATS researchers.  These researchers include the Centers for Disease Control and Prevention (CDC) who is sponsoring the study, RTI international who is conducting the study, and the Interim Louisiana State University (LSU) Public Hospital who will be conducting tests on the samples collected during your child’s health assessment.  
We will also need your permission to allow employees of RTI’s contractor LSU Hospital, working on CHATS, to release to RTI the results from tests they will conduct on your child’s health assessment samples.
What information will the nurse and the LSU Hospital release to the CHATS researchers?  If you sign this form, the nurse will release all the information he/she collected during the health assessment of your child to CHATS researchers.  This includes:  Your responses to questions about your child’s health; your child’s height and weight; results from looking at your child’s skin and breathing tests; and both the urine and blood samples collected during the assessment.
The LSU Hospital will release to CHATS researchers the results from tests they will conduct on your child’s blood and urine samples.
Do I have to sign this authorization form?  No.  You do not have to sign this authorization form. If you choose not to sign this form, the nurse will not do the health assessment, but you and your child are eligible to remain in the study.  In addition: 
1. Your decision to sign or not to sign the form for this study will have no effect on any benefits or services which you or your child may be receiving at Louisiana State University (LSU) Health Sciences Center, Coastal Family Health Center (CFHC), and the Interim Louisiana State University (LSU) Public Hospital.
2. Once your child’s information is released to the study, it is no longer covered by HIPAA but is covered by the Public Health Service Act.  The Certificate of Confidentiality prohibits the release of information that would identify you or your child outside of the CHATS researchers without your permission.
3. You can change your mind and not allow this authorization at any time by contacting a study representative by telephone at 1-877-834-7088.  Please note:
a. CHATS will not be able to remove samples and information that have already been tested. 
b. We cannot get back sample data or information that has already been combined with data from other assessments.
c. CHATS may still use or share for research purposes only the health information that was already collected before you withdrew your authorization.  This is so we can protect the validity of the study results.
Do you have any questions for me now?

You will be given a copy of this authorization form to keep. When you sign below, it shows that you give consent for the nurse who completes a health assessment with your child today to release the health information he/she collects to RTI International‘s CHATS’ researchers.  It also shows that you agree to allow the LSU Hospital to release to CHATS researchers the results from tests conducted on your child’s health assessment samples.  You will be asked to sign a new copy of this authorization form prior to each health assessment.  This authorization expires at the end of the research study.


			
Printed Name of Parent/Guardian 	Printed Name of Interviewer

				
Signature of Parent/Guardian 	Date	Signature of Interviewer	Date

□ CHECK BOX IF PARENT DOES AUTHORIZE THE RELEASE OF HEALTH ASSESSMENT DATA

□ CHECK BOX IF PARENT DOES NOT AUTHORIZE THE RELEASE OF HEALTH ASSESSMENT DATA
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Parental/Guardian Authorization for Release of 
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PARENTAL/GUARDIAN AUTHORIZATION FOR RELEASE OF HEALTH ASSESSMENT RESULTS SCRIPT

Children’s Health after the Storms (CHATS)

Intro 1:
First, we thank you for your support and participation in the CHATS study.  I am here today to complete the CHATS health assessment with your child.  Before we can begin this assessment, we have one final step to complete.
HAND THE “PARENTAL/GUARDIAN AUTHORIZATION FOR RELEASE OF HEALTH ASSESSMENT RESULTS” CONSENT FORM.  Please look over this form as I will go over the main points with you and answer any questions you may have.    
I am an employee of [LSU/CFHC], which has partnered with RTI International to conduct the CHATS study.  Because RTI is a separate research organization, the Health Insurance Portability and Accountability Act of 1996, or HIPAA, prevents me from releasing your child’s information without your written approval.  This means I need your permission to share with RTI and the CHATS researchers the samples and information I collect today during the health assessment with your child.   
These researchers include the Centers for Disease Control and Prevention (CDC) who is sponsoring the study, RTI international who is conducting the study, and the Interim Louisiana State University (LSU) Public Hospital who will be conducting tests on the samples collected during your child’s health assessment.
We are also asking your permission to allow the LSU Hospital staff working on CHATS to release to RTI the results from tests they will conduct on your child’s health assessment samples.
Consent 1:
By signing this form, you are giving me approval to share with the LSU Hospital and CHATS researchers the results from today’s health assessment.  These include:  
1. Your responses to my questions about your child’s health
2. Your child’s height and weight 
3. The results from my assessing your child’s skin 
4. The results from the breathing tests I will ask your child to do
I will be sending your child’s blood and urine samples directly to the LSU Hospital for testing.  The LSU Hospital will then release to CHATS researchers the results from the tests they conduct on these samples.
Consent 2:
Before signing this authorization form, it is important that you know:
1. You do not have to sign this form.  If you choose not to sign this form you and your child are eligible to remain in the study.  But, I will not conduct the health assessment with your child.
2. You are giving your consent for me to share the health information I collect today during your child’s health assessment with RTI and the CHATS’ researchers.
3. You are also giving your consent for the LSU Hospital to release to RTI and the CHATS’ researchers the results from tests conducted on your child blood and urine samples. 
4. You and your child will not lose any benefits or services you may be receiving from LSU or Coastal Family Health if you sign this form.
5. I am required by Federal law to keep all information collected about your child strictly private.  
6. You can change your mind and not allow this authorization at any time by contacting a study representative by telephone at 1-877-834-7088.  
 Consent 3:
If you have any questions please feel free to ask me now.  If questions come up after I have left, please call the number listed in the consent form the interviewer have given you. 
Do you have any questions before signing the authorization form?
Consent 4:
If you would like to take another few minutes to read the authorization form, go ahead and do that now.  If you agree, please print and sign your name, and add today’s date to the form.  I will then sign and date the form, give you a copy of the form to keep, and then we will be ready to begin your child’s health assessment.  This authorization expires at the end of the research study.
Do you agree to allow me and the LSU Hospital to share your child’s health assessment results with RTI and the CHATS researchers?
NURSE: DOES PARENT/GUARDIAN AGREE TO ALLOW HEALTH ASSESSMENT DATA TO BE SHARED WITH CHATS RESEARCHERS?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE HIM/HER CHECK APPROPRIATE BOX ON CONSENT FORM AND SIGN AND DATE THE APPROPRIATE CONSENT FORM 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want your child’s health assessment results to be shared with CHATS researchers?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW HEALTH ASSESSMENT DATA TO BE SHARED WITH CHATS RESEARCHERS.  IF NO, MARK FORM THAT PARENT REFUSES AND DO NOT PERFORM THE HEALTH ASSESSMENT.
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Consent for Parent/Guardian and Child Permission for
Participation – Session 2



CONSENT FOR PARENT/GUARDIAN AND CHILD PERMISSION
FOR PARTICIPATION – SESSION 2

Children’s Health after the Storms (CHATS)
Baseline Feasibility Consent for Parent/Guardian and Child Permission for Participation – Session 2  
To Be Used if Parent/Guardian from Session 1 Unable to be Present 
	
Your child has been invited to take part in a research study for the Centers for Disease Control and Prevention (CDC).  This study is called Children’s Health after the Storms (CHATS).  As a parent or guardian of the child, you will be asked to participate in certain parts of the study as well.  The purpose of this research is to find out about the health of children in the Gulf Coast after Hurricanes Katrina and Rita.  This is so that we can better understand the effects of the living conditions – such as storm damaged housing, FEMA-supplied trailers, and housing unaffected by the storms – on children in this area.  
Who is doing the CHATS Study?  RTI International, a not-for-profit research company, is conducting the study on behalf of CDC.  Local Louisiana and Mississippi partners, including the Louisiana State University (LSU) Health Sciences Center, the Coastal Family Health Center, and the Louisiana Public Health Institute (LPHI) are also on the study team.  Section 301 of the Public Health Service Act permits the Centers for Disease Control and Prevention to collect this information, including your Social Security Number.    
How was my child chosen?  We used lists from the United States Postal Service and the Federal Emergency Management Agency (FEMA).  Your household was picked randomly from one of these lists.  Your child was selected from among the 701 eligible households we are contacting.       
What will my child and I have to do during the survey?  If you agree, today I would like to complete what we call the Baseline assessment with you and your child.  The Baseline assessment is broken into 2 separate sessions.  Five to 9 days ago, I completed Session 1 with your child and their other parent/guardian.  Today, I have returned along with a nurse to complete Session 2.    
During Session 1 (5 to 9 days ago):
1. I asked your child’s other parent or guardian some general questions about the makeup of those who live in your household and about your home itself, including your residential history since the Storms hit.  For example, there may have been questions about how you heat and cool your home and if any damage was done to your home since the Hurricanes.  I also asked some questions about your child’s current and past health conditions, including any history of breathing problems or skin allergies your child or other family members may have.
2. If your child is at least 7 years old, I showed him/her a small tool, or personal exposure measuring (PEM) device, and asked your child to wear it until I returned for Session 2.  This PEM measures the quality of the air your child breathes. It is about the size of a cell phone and can be worn on a vest or shoulder strap that I provided.  I gave a demonstration on how the PEM works.
3. I asked both your child and the other parent/guardian some questions on his/her feelings about events going on in your child’s life.  For example, these questions may have been about your child’s feelings towards school, their relationships with others, and any physical activities they are involved in. 
4. I taught your child and the other parent/guardian how to complete the daily Time-Activity Diary to keep track of your child’s location and activities between Session 1 and Session 2.
5. I set up some devices, which took samples of air in and around your home, and I did a quick visual check of your home. 
6. I may have also asked the other parent/guardian’s permission for the Study’s staff to review your child’s medical records.
7. Lastly, I set up an appointment to return to your home along with a nurse for Session 2.    
Today, during Session 2:
1. I will ask you and your child about the kinds of activities he/she took part in, both inside and outside of the home, during the previous week.  I will also ask you some general questions about your child’s health that will be similar to those asked of the other parent/guardian during Session 1.  
2. I will pack up the air devices from Session 1 and vacuum some dust from around your home.
3. Finally, I will get a GPS reading for your home so we can link the results to the neighborhood where you live.
4. The nurse will ask your permission to complete a health assessment with your child.  During the health assessment, the nurse will:  
a. Ask you and your child some general questions about his/her current and past health conditions, including any history of breathing problems or skin allergies your child or other family members may have 
b. Take a look at your child’s face, neck, arms, and legs to see if he/she has any rashes or skin problems 
c. Measure your child’s height and weight 
d. Ask your child to do some breathing tests to see if he/she has difficulty breathing
e. Collect a urine and blood sample to see if your child is exposed to harmful chemicals or has blood problems or allergies
How long will this take?  Today for Session 2, the nurse will need about 45 minutes to complete the health assessment with your child, and I will need about 15 more minutes of your child’s time to talk about the activities he/she took part in over the last week between sessions for a total of about 1 hour.  I may need to ask you some questions during the 45 minute health assessment.
Do we have to do this study?  No, your family’s participation in this study is completely voluntary.    If you or your child do not want to take part in our study, you do not have to.  If you or your child only want to do part of the study, that is okay too.  
1. You and your child may skip any questions that you do not wish to answer.
2. You may ask us to not leave the environmental devices in your home or on your property..  
3. Your child does not have to do any test(s) that he/she does not want to do, or to get weighed or measured.  
4. If you or your child decides not to take part in the study, you and your family will not lose any benefits or services you may be receiving.  There is no penalty for withdrawal.     
5. You and your child can decide to leave the study at any time.  To withdraw from the study, please call us at 1-877-834-7088 and let us know.  Please note:
a. CHATS will not be able to remove samples and information that have already been tested. 
b. We cannot get back sample data or information that has already been combined with data from other assessments.
c. CHATS may still use or share for research purposes only the health information that was already collected before your child withdrew from the study.  This is so we can protect the validity of the study results.
However, your child’s participation in this study is very important to us because he/she plays a critical part in helping us understand the health effects of children living in this area after Hurricanes Katrina and Rita.  You and your child may choose not to take part in this study, but because your household was chosen based on scientific method, and your child was chosen at random to participate, no other child or household can take your place.  If there is another parent or guardian in the home who is available, we are more than happy to speak with him or her if you prefer.
What type of testing will be done at the laboratories?  The blood and urine samples will be sent to the Interim Louisiana State University (LSU) Public Hospital, and the air samples from the PEM and dust samples from your home will be sent to RTI’s laboratory.  Some of the tests we will do can identify unusual levels of chemicals and other pollutants such as mold in the air and dust that could cause skin allergies or breathing problems for your child.  The blood, urine, air and dust samples will not be used for any purposes other than this study and will be destroyed in accordance with CDC’s records control schedules.  You have the right to have these samples destroyed at any time prior to the end of the study as well.  To do this, you would only need to call us at 1-877-834-7088 and let us know.
Will we receive anything for taking part in the study?  By joining this study, you are helping us to gain a better understanding about the overall health of Gulf Coast children.  This will help in making better plans for future natural disasters like hurricanes.  As a token of our sincere thanks for your time, you and your child will be given the following at the end of each session:
1. Session 1 (Given 5 to 9 days ago to the other parent/guardian).  
· Parent/Guardian Token of Thanks:  $40 for completing the 1st parent interview and consent to set up the air devices

2. Session 2 (Today).  
· Parent/Guardian Token of Thanks:  $65 for completing the 2nd parent interview, permission for your child to take part in the health assessment, and permission to collect the air and dust samples.  If your child is 12 years of age or younger, you will also receive $20 for your time and assistance in working with the child while he/she is wearing the PEM.
·  Child Token of Thanks:  If Age 13 or older- $30 for wearing the PEM.  If Age 8 through 12-$10 for wearing the PEM.  We will ask you to sign a receipt for your child’s cash payment.  If Age 7 or younger - activity book or coloring book instead of cash. 
If both you and your child fully participate in the study, and depending on the age of your child, your household could receive up to a total of $135. 
3. Within about 5 months, we will send you some information about the air quality in your home along with the results from your child’s personal air measurements, blood and urine test results if he or she participates.  These letters will give you valuable information about your child’s health related mainly to skin allergies and breathing problems. If any test results show that your child should be seen by a doctor, while we cannot refer you to a specific doctor for further care, we will provide you with a list of clinics or doctors in your area who may be able to help.  
The letters will also include some information about how to understand what the test results mean. If the air quality results indicate improvements can be made in the home, the letter will provide suggestions for how to do that
If any of the test results for blood or urine are critical, we will notify you within 24 hours after processing by the lab. . Lab processing will be finished in 1 to 2 weeks.
Are there any risks to taking part in this study?  Some questions in this study are of a personal nature. Some people might find them embarrassing or distressing. If you are upset or uncomfortable you can skip any question, or you can stop the interview at any time.  
Your child should not feel any physical pain from having the nurse look at their face and skin for allergies, measure their height and weight, or collect their urine sample.  When the breathing tests are done, some children may cough or say that they are light-headed.  These usually go away quickly.  The nurse will be there to help your child if they feel this way.
Your child may find the blood draw a little uncomfortable as described below: 
1. Your child may feel a slight pinch when the blood is drawn and this could leave a small bruise.   We will use the same methods that most doctors use in their office, and we will not make more than two tries to draw your child’s blood.  
2. There is a small chance of getting germs in the spot where the blood was taken.  If the area around the spot gets red and sore or infected, you will need to take your child to a health clinic or your doctor.  
3. Some people get a little dizzy or feel uncomfortable before or after the blood collection, but the nurse will be there to help them if they feel this way.
4. To help lessen the discomfort your child may experience during the blood draw, with your permission, the nurse may be able to apply a small amount of numbing cream to the needle stick area before collecting the blood sample.  Some people experience a reaction, such as a mild skin irritation, on the spot where the numbing cream is applied.
During the home visit or health assessment, while we do not anticipate this to be likely, we are required by law to report any child abuse or neglect we may see or hear.  More information on this issue is provided in the privacy section below.  
As mentioned above, if the letter you receive with your child’s CHATS test results shows there may be areas of concern regarding your child’s health, the study will provide a resource list of clinics and doctors to contact for help.  It will then be your choice to decide whether or not to contact a clinic or doctor for further examination or treatment.  The CHATS study will not provide any follow up care needed based on the results found during the CHATS assessments.  
Will we be contacted again?  To help us understand how the health of your child changes between seasons and as they grow older, we would like to return for a follow-up visit, with your permission. The follow-up visit will occur 6 months after today’s Session.  We will repeat the assessments (both sessions); only we would not collect blood from your child during the 6-month follow-up.  
CHATS will follow families for one year and then possibly for another six years.  In all, we may ask to visit your child up to 7 times over the course of our study, with each visit being 6 to 9 months apart.   
1. You and your child will be given the same tokens of appreciation at the end of each session. 
2. Each of these additional visits will be completely voluntary.  You and your child will have the option to say no if either of you do not want to do the study or any part of the study.
Also, you may get a telephone call or a letter from RTI to make sure our field personnel were professional and courteous when visiting you.
Will our information be kept private?  Your family’s privacy is protected by law, and all responses and samples collected will be kept strictly private.  The nurse will label your child’s samples with a special number instead of his/her name as a further safeguarding measure.  No DNA or any other biological test that might yield identifiable information will be done.  We will not give your family’s personal data or results to anyone who does not work on the study.  There is an important exception:  If the nurse or I feel that your child’s life or health is in danger or if you or your child tells us that either of you are planning to cause serious harm to yourself or others, we will inform the appropriate county or state agency.   We will not use any names of parents or children in our study reports.  All answers and data collected for CHATS will be combined with other interviews and all published information about the study will be in summary form only.  
In addition, all RTI staff involved in the project have signed a Privacy Pledge saying they will protect the privacy and security of the data they collect and the privacy of the respondents.  For added protection, the study also has a Certificate of Confidentiality which helps us protect the privacy of people in the study.  Having this Certificate means that we cannot be forced to give your or your child’s name or other identifying characteristics to anyone not connected with the CHATS study, even if in a court of law, unless you say it’s okay.  Please note that a Certificate of Confidentiality protects the researchers from being forced to disclose your personal data but it will not protect you if you decide to tell others about your family’s involvement in the CHATS study.  You should consider protecting your own privacy when talking to others.  
Who do I call if I have questions? If you have any questions about the survey you may call the [Insert project title], [Insert name]. [Her/His] toll free number is 1-xxx-xxx-xxxx, ext xxxx. You may also contact the CDC [Insert title]. [Her/His] toll free number is 1-xxx-xxx-xxxx.  When you call, tell [him/her] the protocol number for this survey is xxxx-xxxx. If you have any questions about your rights as a study participant or you feel you have been harmed, you can call RTI’s Office of Research Protection at 1-xxx-xxx-xxxx (a toll-free number).
Do you have any questions that might help you decide whether or not you want both you and your child to participate in Session 2 of the study? 
Parent/Guardian’s Participation Agreement.  You will be given a copy of this consent form to keep. When you indicate your choices and sign below, it shows that you give consent for both you and your child to participate in Session 2 of Children’s Health after the Storms. It also shows that you have read the information in the previous pages and that you have received answers to all of your questions. If there is a part of this form that is unclear to you, be sure to ask questions about it. If you agree for you and your child to be a part of Session 2 of this survey, you are not giving up any of your legal rights.
Parent/Guardian’s Sample Collection Agreement.  Please write your initials next to your choice for each of the samples below.  You may make different decisions for each sample if you desire.
Urine Sample
· 	 I DO consent for my child to provide a urine sample.
· 	 I do NOT consent for my child to provide a urine sample.

Blood Sample 
· 	 I DO consent for my child to provide a blood sample.
· 	 I do NOT consent for my child to provide a blood sample.


	
Printed Name of Child

			
Printed Name of Parent/Guardian 	Printed Name of Interviewer

				
Signature of Parent/Guardian 	Date	Signature of Interviewer	Date

Recordings.  We are using a special quality control system on this project.  The system runs on the computer and will record what we say to each other during several different parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be reviewed by people at RTI to monitor my work.  The files will be destroyed after they have been used to review my work.  The recordings will be kept private just like all the other information you provide.  You may participate in the interview even if you do not consent to the recordings.  May we use this quality control system during your interview? 
By signing below, you are agreeing to allow the computer recordings for quality control.
		
Signature of Parent/Guardian	Date

□ CHECK BOX IF PARENT AGREES TO HAVE		
	PORTIONS OF THE INTERVIEW RECORDED	Signature of Interviewer	Date

□	CHECK BOX IF PARENT DOES NOT WANT
	ANY PORTIONS OF THE INTERVIEW RECORDED
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Consent for Parent/Guardian and Child Permission for 
Participation – Session 2 Script


CONSENT FOR PARENT/GUARDIAN AND CHILD PERMISSION FOR 
PARTICIPATION ─ SESSION 2 SCRIPT
To Be Used if Parent/Guardian from Session 1 Unable to be Present 

Intro 1:
HAND THE “CONSENT FOR PARENT/GUARDIAN AND CHILD PERMISSION FOR PARTICIPATION – SESSION 2” CONSENT FORM.  I’d like to go over the main points of this form that describes the study and gets your permission for this second session of the study.   I will answer any questions you may have.    
Intro 2: 
Your child, [CHILD’S NAME], has been invited to take part in the Children’s Health after the Storms study, or CHATS.  We are speaking to about 500 children to find out about the health of Gulf Coast children after Hurricanes Katrina and Rita.   This is so we can better understand the effects of the living conditions – such as storm damaged housing, FEMA-supplied trailers, and housing unaffected by the storms – on children in this area.  I’d like to take a few minutes to explain what is involved before asking if you agree to allow both yourself and your child to participate in this study.  The institute I work for, called RTI International, is doing this study for the U.S. Government.
Consent 1:
Your family was chosen randomly from lists that we have from the United States Postal Service and the Federal Emergency Management Agency (FEMA). Today I would like to complete the Baseline assessment with you and your child.  The Baseline assessment is split into 2 separate sessions.  On [INSERT SESSION 1 DATE] I was here and completed Session 1 with your child and [HIS/HER] other parent/guardian.  Today I have returned along with a nurse to complete Session 2.  Let me tell you about what we have already done during Session 1 and what we would like to do today during Session 2.  
During Session 1:
· I asked [CHILD]’s other parent/guardian, some general questions about the household, your home itself, and other places the child lived since the Storms hit.  I also asked about your child’s health, including any breathing problems or skin allergies your child or other family members may have.   
· If your child is age 7 or older, [he/she] was asked to wear a small device, called the PEM, to measure the quality of air [he/she] is breathing. 
· I asked both your child and [HIS/HER] other parent/guardian some questions on how things in your child’s life are going.  For example, depending on their age, these questions were about your child’s feelings towards school, their relationships with others, and any physical activities they are involved in.
· I also taught your child and their other parent/guardian how to fill out a Diary to keep track of your child’s location and activities each day during the past week. 
· Next, I set up some devices, which took samples of the air in and around your home, and I did a quick visual check of your home. 
· (Lastly, I also asked your child’s other parent/guardian’s permission for the Study’s staff to review your child’s medical records.)
Today I have come back along with a nurse to complete Session 2.  If you agree, in Session 2 we will do the following:  
· I will also ask you and your child about the activities your child took part in during the previous week and some more questions about your child’s health 
· Next, I will collect the PEM, pack up the air devices from Session 1 and vacuum some dust from around the home.
· And, finally, I will get a GPS reading for your home so we can link the results to the neighborhood where you live.
· I will need about 45 minutes of your time.
· While we are talking and with your permission, the nurse, who came with me, will give your child a health assessment, which will take about 45 minutes.  During this assessment, the nurse will:
· Ask you and your child some general questions about [his/her] health and the health of other family members 
· Look at your child’s face, neck, arms, and legs for signs of allergies 
· Measure your child’s height and weight 
· Do some breathing tests to see if [he/she] has  difficulty breathing
And finally, the nurse will collect a small urine sample and, if the child is 5 or older, blood sample to see if your child is exposed to harmful chemicals or has blood problems or allergies.  If any of the test results for blood or urine are critical, we will notify you within 24 hours after processing by the lab.  Lab processing will be finished in 1 to 2 weeks.
So, Session 2 will take about an hour.
Consent 2:
This study is completely voluntary.  Your child may choose not to take part in this study, but no one else can take [HIS/HER] place.  If there is another parent or guardian in the home who is available, we are more than happy to speak with him or her if you prefer.
· Some of the questions we ask may seem personal.  If you or your child feels uncomfortable, you can skip the question or stop the interview.  You may ask us not to leave the air devices in your home.  Your child does not have to do all the tests.
· Both you and your child can decide to leave the study, quit the interview or health assessment at any time.  There is no penalty of withdrawal.  We give you a number to call if you later decide to withdraw.
However, your child’s participation is very important to us because [he/she] helps us understand the health effects of children after the Storms.  This will help in making better plans for future natural disasters like hurricanes.
Consent 3:
As a token of thanks for participating in the CHATS study, we would like to give both you and your child the following:  
· At the end of Session 1, [CHILD]’s other parent/guardian received $40 for completing the interview and providing consent to set up the air devices.
· At the end of Session 2, you will receive $65 for completing the second interview, permitting your child to take part in the health assessment, and letting us collect the air and dust samples.  [IF THE CHILD IS AGE 7 - 12] You will also receive $20 for your time helping [CHILD’S NAME]when he/she was wearing the PEM.
·  [IF THE CHILD IS AGE 13 OR OLDER] Also at the end of Session 2, [CHILD] will receive $30 for wearing the PEM.  
· [IF THE CHILD IS AGE 8-12] Also at the end of Session 2, we will ask you to sign a receipt for your child to receive $10 for [HIS/HER] wearing the PEM.  
· [IF THE CHILD IS AGE 7 OR YOUNGER] Also at the end of Session 2, [CHILD] will receive an activity book or coloring book as thanks for participating.
· [IF THE CHILD IS AGE 8 OR OLDER] That means that, if both you and your child fully participate in the study, and depending on the age of your child, your household could receive up to a total of $135.
· In about 5 months, we will also send you some information about the air quality in your home and a letter with your child’s health assessment test results.  
Consent 4:
There are no risks for your child to wear the PEM.  Your child should not feel any pain from having the nurse look at their face and skin for rashes or skin problems, measure their height and weight, or collect the urine sample.  Your child may start coughing or feel dizzy when they do the breathing tests.  This usually goes away quickly.  Your child may find the blood draw a little uncomfortable, but we will use the same methods doctors’ use and only trained nurses will collect the blood.  The nurse will help them if they feel dizzy or uncomfortable.  The nurse can apply a numbing cream to the blood draw area to help decrease this discomfort. 
We will contact you again in 6 months to ask if we can repeat the visit.  This is voluntary.  It is possible that the study would continue for another six years with visits 9 months apart.
Consent 5:  
Before agreeing to allow both yourself and your child to participate in Session 2 of the CHATS study, it is important that you know:
· Both you and your child's participation in this study is completely voluntary.  
· The blood, urine, air and dust samples will not be used for any other purpose and they will be destroyed in accordance with CDC’s records control schedules.  You have the right to have these samples destroyed at any time prior to the end of the study as well.  To do this, or to withdraw from the study completely, you would only need to call us at the number listed on the consent form and let us know.
· Your family’s privacy is protected by law.  All the answers you and your child provide, as well as any samples collected, will be kept strictly private and used only for research purposes. We will not use any names of parents or children in our study reports, and we will not give our participants’ names to anyone who does not work on the study.  There is an important exception:  If the nurse or I feel that your child’s life or health is in danger, or if you or your child tells us that either of you are planning to cause serious harm to yourself or others, we will inform the appropriate county or state agency.  Also, all answers and data collected for CHATS will be combined with other interviews, and all published information about the study will be in summary form only.
· For added protection, the study also has a Certificate of Confidentiality which helps us protect the privacy of people in the study.  Having this Certificate means that we cannot be forced to give your or your child’s name or other identifying characteristics to anyone not connected with the CHATS study, even if in a court of law, unless you say it’s okay.  
· But, the Certificate of Confidentiality will not protect you if you decide to tell others about your family’s involvement in the CHATS study.  You should consider protecting your own privacy when talking to others.  
Consent 7:
If you have any questions please feel free to ask me now.  If questions come up after I have left, please call the number listed in the consent form I have given you. 
Do you have any questions before signing the consent form?
Consent 8:
If you would like to take another few minutes to read the consent form, go ahead and do that now.  Once you put your initials next to your choice for each of the samples, please print your child’s name, print and sign your own name, and finally add today’s date to the form.  I will then sign and date the form, give you a copy of the form to keep.
Do you agree to allow both yourself and your child to be in Session 2 of our study?
INTERVIEWER: DOES PARENT/GUARDIAN AGREE TALLOW CHILD AND PARENT/GUARDIAN TO BE IN THE STUDY?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE THEM SIGN/INITIAL THE APPROPRIATE CONSENT FORM 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want you and your child to participate in Session 2 of this study?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHILD AND PARENT TO BE IN THE STUDY.  IF PARENT/GUARDIAN STILL SAYS NO, THANK HIM/HER FOR THEIR TIME AND COLLECT ALL EQUIPMENT BEFORE LEAVING THE HOME. .  
Consent 9:
Do you agree to allow your child to provide a urine sample?
INTERVIEWER: DOES PARENT/GUARDIAN AGREE TALLOW CHILD TO PROVIDE A URINE SAMPLE?

1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE THEM INITIAL THE APPROPRIATE CONSENT FORM 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want your child to provide a urine sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHILD TO PROVIDE A URINE SAMPLE.
Consent 10:
Do you agree to allow your child to provide a blood sample?
INTERVIEWER: DOES PARENT/GUARDIAN AGREE TALLOW CHILD TO PROVIDE A BLOOD SAMPLE?
1=YES
2=NO
IF PARENT/GUARDIAN SAYS YES, HAVE THEM INITIAL THE APPROPRIATE CONSENT FORM. 
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want your child to provide a blood sample?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW CHILD TO PROVIDE A BLOOD SAMPLE.
Consent 11:
We are using a special quality control system on this project.  The system runs on the computer and will record what we say to each other during several different parts of the interview.  Neither of us will know when the computer is recording what we say.  The recording will be reviewed by people at RTI to monitor my work.  The files will be destroyed after they have been used to review my work.  The recordings will be kept private just like all the other information you provide.  You may participate in the interview even if you do not consent to the recordings.  May we use this quality control system during your interview?  If you agree, please sign and date the bottom of the consent form.  If you do not agree, simply leave the space blank.  
INTERVIEWER: DID PARENT/GUARDIAN AGREE TO RECORDING?
1=Yes
2=No
IF PARENT/GUARDIAN SAYS YES, HAVE THEM CHECK APPROPRIATE BOX ON CONSENT FORM AND SIGN/DATE FORM.  YOU WILL ALSO SIGN AND DATE THE FORM
[IF PARENT/GUARDIAN SAYS NO] Can you tell me why you do not want allow us to record portions of the interview?  
INTERVIEWER:  ADDRESS CONCERN
REASK IF PARENT/GUARDIAN IS NOW WILLING TO ALLOW RECORDINGS.
IF PARENT/GUARDIAN STILL SAYS NO, HAVE THEM CHECK APPROPRIATE BOX ON CONSENT FORM.  YOU WILL SIGN/DATE THE FORM.
Consent 12:
Thank you for agreeing to allow both you and your child to participate in Session 2 of the CHATS study.  We would now like to talk to your child to ask them about the activities they took part in since Session 1 and to begin the health assessment.  Is [INSERT CHILD NAME] here right now?
INTERVIEWER: IS THE SELECTED CHILD AVAILABLE TO SPEAK TO YOU?
1=YES
2=NO 
IF YES, BEGIN COLLECTING TIME ACTIVITY DIARY DOCUMENTS
IF NO, SCHEDULE TIME TO RETURN WHEN THE CHILD IS AVAILABLE, CONTINUE WITH PARENT INTERVIEW.
Consent 18:
Thank you for scheduling a time for me to return to speak to your child about their activities since I was last here.  If it is all right with you, we can get started with your interview. (Can we find a private place to complete the interview?)
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LSU Privacy Notice Script


HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT (HIPAA)
AUTHORIZATION FOR USE AND DISCLOSURE OF 
PROTECTED HEALTH INFORMATION (PHI) FOR RESEARCH PURPOSES

SCRIPT
LSU NURSES ONLY

LSUHIPAA	[IF LSU NURSE] HAND THE HIPAA FORM TO PARENT/GUARDIAN AND READ THE FORM OUT LOUD, THEN READ THE CLARIFICATION STATEMENT BELOW. 
Before I ask you to sign, I’d like to clarify one statement I just read from the form on page 3.  POINT TO STATEMENT: “I understand that if I do not sign this form, I will not be able to participate in the above research study…”
This statement only applies to the health assessment that I am here to do today.  If you do not sign, you can remain in the CHATS study. It just means that I will not conduct the health assessment with your child. 
Do you have any questions about this?  [ANSWER QUESTIONS]
ASK THE PARENT TO SIGN.
DID PARENT SIGN THE FORM?
1 YES
2 NO

LSUPRIV	[IF LSU NURSE] HAND THE LSU “NOTICE OF PRIVACY PRACTICES” AND THE “ACKNOWLEDGEMENT OF RECEIPT OF NOTICE OF PRIVACY PRACTICES” TO THE PARENT/GUARDIAN. READ THE “NOTICE OF PRIVACY PRACTICES”. IF HE/SHE AGREES THEN COLLECT A SIGNATURE AND DATE ON THE TOP OF THE ACKNOWLEDGEMENT FORM
DID PARENT SIGN THE FORM?
1 YES
2 NO

LSUREFUSAL	[IF LSUHIPAA=NO OR LSUPRIV=NO] Thank you for your time. Since you have declined to sign this form, I will end this interview now.
PRESS 1 TO CONTINUE
PROGRAMMER: IF LSUREFUSAL=1 THEN SEND USER TO EXIT SCREEN.
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Health Sciences Center

ed INSTITUTIONAL REVIEW BOARD

Health Insurance Portability and Accountability Act (HIPAA)
Authorization for Use and Disclosure of
Protected Health Information (PHI) for Research Purposes

Instructions for Investigatars

This form must be reviewed and signed by patients participating in ressarchiclinical trials that require a signod

Informed Consent. These documents should be kept together. A copy of this Authorization and the Informed
Consent must be given to the patient and/or his/her representative )

Title of Research Project
Children's Health after the Storm (CHATS)

Sponsor Name & Protocol #, if applicable COG

Principal Investigator Dr. James Diaz IRB # 7749

| hereby request and authorize the LSUHSC-NO to use and disclose protected health information
from the record(s) of:

Palient's Name

Patient's Address

Patient's Birth Date

Specifically, | request and authorize any part of my health information relevant to the research project,
identified above and in the Informed Consent document, to be used and/or disclosed to the Principal
Investigator identifiedt above or his/her designee, in connection with the research project

| specifically authorize the use and disclosure of the following Protected Health Information. Check A
or B. If B is checked, indicate which document(s) (1 — 14) on page two are being requested

O A Complete health recerd(s) from — to (snter specific dates or specific events below).

Complete health record(s) may contain all of the documents listed under B (1-14), as well as other
notes or documents relating to my treatment or hospitalization

21 B.  One or more of the specific documents listed on page two. . Documents should provide a detailad
description of the particular data requested and period of time for which records are requested (from
efined as specific dates or specific evants;
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] 1. History and Physical Exam

[0 2 Hospital Inpatient Records.

[0 3. Clinic/Outpatient Records
LI 4. Consultation Reports

[T 5. Laboratory Test Results
[0 6. Radiology Reports

[J 7. Pathology Reports

I7] 8 Discharge Summary

[ 9. Progress Notes

[3 10. Photographs, Videatapes

-] 11, X-Ray Films/images. Digital or Other Images

[7] 12 Diagnosis and Treatment Codes

[J 13. Complete Billing Record

4] 14, Other (spuciy) Heath Assessment o incude: dor

nal and facial asswssionnt, haight weight,selfeported asthma,

Asthma Severly Scale, Pulmsrary Tests, siromelry, bood and uine samplas: sl o which wil b roeased to

R Infernationa (a1 kngwn a5 Researeh Trangle nstiute)

I understand that copies of the records indicated abave will be:

® Used by employees of LSUHSC-NO including treatment providers, and/or other members of its
workforce

@ Disclosed to government officials or gavernment agencies, study sponsors, study monitors, ar
others responsible for oversight of the research project

@ Sent to collaborating researchers outside LSUHSC-NO if and to the extent indicated in the
attached Informed Consent document(s)

I understand that by signing this form, | will allow LSUHSG-NO and its researchers to use or disclose
my health information in connection with the atiached Informed Consent and for the purpose of the
research that is described in the Informed Gonsent. For example, the researchers may need the
information to verify that | am eligible to participate in the study, or to monitor the results, including
expected or unexpected side effects or outcomes. Other University and government officials, safety
monitors, and study sponsors may need the information to ensure that the study is conducted
properly. Also, | understand that my health infarmation may be disclosed to insurance companies or
others responsible for my medical bills in order to secure payment.

| understand that any privacy rights not specifically mentioned in this Authorization are contained in
the Notice of Privacy Practices that | received or will receive from the Principal Investigator or al the
facility thal | attend.
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| understand that | may revoke this authorization at any time, except to the extent that LSUHSC-NO
has already relied on the autherization, by sending or lransmitting of a facsimile, a written notice to
the contact person listed in the attached Informed Consent document(s).

| understand that if my information already has been included in a research database o registry as
described in the attached Informed Consent document(s), LSUHSC-NO considers ilsell to have refied
on it and, therefore, my information will not be removed from those repositories.
Unless otherwise revoked, | understand that this authorization:

[0 will not expire or

/1 Will expire upon the end of the sponsored investigation.
Enter daie or event

I understand that if | do not sign this form, | will not be able to participate in the above research study
or receive the study-related interventions, but that LSUHSC-NO cannot othenwise condition treatment
on my signing this form

While the research study is in progress, my right to access any research records or results thal are
maintained by the facility may be suspended until the research study is over. If my access is denied, |
understand that it will be reinstated at the end of the research study.

| understand the information disclosed by this authorization may be subject to re-disclosure by the
recipient and no longer be protected by the Health Insurance Portability and Accountability Act. The
LSUHSC facility, its employees, officers, and physicians are hereby released from any legal
respansibility or liability for disclosure of the above information to the extent indicated and authorized
herein

I understand that this authorization supersedes any contrary informat
documents | have signed related to the attached study.

nin any other

Signature of Patient or Palienls Legal Represenialve Date

Printed Name of Legal Representative (1 any)

Representative's Authority to Act for Patient (e.g., relationship to patient)

Verification of Representative’s Authority
[0 Viewed drivers license

[0 Viewed Power of Attomey

[0 viewed other (specify)
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LOUISIANA STATE UNIVERSITY
HEALTH SCIENCES CENTER- NEW ORLEANS

NOTICE OF PRIVACY PRACTICES FOR
PROTECTED HEALTH INFORMATION

THIS NOTICE DESCRIBES HOW YOUR MEDICAL INFORMATION MAY BE USED
AND DISCLOSED AND HOW YOU CAN GET ACCESS TO THIS INFORMATION.
PLEASE REVIEW IT CAREFULLY.

The law requires us to make sure that medical information that tells who you are is kept
private. It also requires us to give you this notice of our legal duties and privacy practices to tell
you what we do with the medical information about you. To better understand this law, you may
want to read it. Itis in 45 CFR Part 164.

We have the right to change this notice and our privacy practices in the future. Any
changes made will apply to all of the medical information we have about you at that time. If we
make a change, we will put up a notice in our building. We will also give you a copy of the new
notice if you ask for it. You can also read about these changes on the computer.

HOW YOUR MEDICAL INFORMATION MAY BE USED:
In general, we may use your medical information in four ways:

. To provide patient care to you. Your medical information may be used by the doctors,
nurses and other professionals who are treating you. For example, your medical
information is used to help them find out your problem and to decide the best way to treat
you. Also, we may use your medical information to contact you to remind you of
appointments, and to give you information about other treatment options, or other health-
related benefits and services that may be of interest to you.

. To obtain payment. Your medical information may also be used by our business office
to prepare your bill and process payments from you as well as from any insurance
company, government program or other person who is responsible for payment. Also, we
may use your medical information to raise funds for our organization.

. For our healthcare operations. Your medical information may be used to review the
quality and appropriateness of the care you receive. We may also use your medical
information to put together information to see how we are doing and to make
improvements in the services and care we give you. In some cases, we may have
students, trainees, or other health care personnel, as well as some non-health care
personnel, who come to our facility to learn under our the guidance to practice or
improve their skills.
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. To create de-identified databases. We may use your medical information for the
purpose of removing information that tells anyone who you are, and putting it in a
computer program.  Your information may be completely de-identified or partially de-
identified. This information is often used for research purposes. If your information is
partially de-identified, it is called a “limited data set.”

HOW YOUR MEDICAL INFORMATION MAY BE DISCLOSED:

In addition to using your medical information, we may disclose all or part of it to certain
other people. This includes giving your information to:

. You. In order to get your medical information, you will need to fill out an authorization
form. You may also have to pay for the cost of some or all of the copies.

. People You Ask Us To Give It To. If you tell us that you want us to give your medical
information to someone, we will do so. You will need to fill out an authorization form.
You may stop this authorization at any time. We are not allowed to force you to give us
permission to give your medical information to anyone. We cannot refuse to treat you
because you stop this authorization.

. Payers. We have the right to give your medical information to insurance companies,
government programs (such as Medicare and Medicaid) and the people who process their
claims as well as to others who are responsible for paying for all or part of the cost of
treatment provided to you. For example, we may tell your health insurance company
what is wrong with you and what treatment is recommended or has been given. Also, if
your treatment is or may be covered by worker’s compensation, we may give medical
information to the people who handle your worker’s compensation, the Louisiana Office
of Worker’s Compensation Administration and to your employer.

. Our “business associates.” Business associates are companies or people we contract
with to do certain work for us. Examples include information to auditors, attorneys and
specialized people providing management, analysis, utilization review or other similar
services to us. Another example is the giving of health information to a business
associate so that the business associate can create a de-identified data base. Business
associates are required to agree to take reasonable steps to protect the privacy of your
medical information.

. Limited Data Set Recipients. If we use your information to make a “limited data set,”
we may give the “limited data set” that includes your information to others for the
purposes of research, public health action or health care operations. The persons who
receive “limited data sets” are required to agree to take reasonable steps to protect the
privacy of your medical information.

. The Secretary of the U. S. Department of Health and Human Services. The
Secretary has the right to see your records in order to make sure we follow the law.
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. Public Health Authorities. We may disclose your medical information to a public
health authority responsible for preventing or controlling disease, maintaining vital
statistics or other public health functions. We may also give your medical information to
the Food and Drug Administration in connection with FDA-regulated products.

. Law Enforcement Officers. We may reveal your medical information to the police. We
may also give your medical information to persons whose job is to receive reports of
abuse, neglect or domestic violence. And, if we believe that releasing this information is
needed to prevent a serious threat to the health or safety of a person or the public, we are
allowed to reveal your medical information.

. Health Oversight Agencies. We may give your medical information to agencies
responsible for health oversight activities, such as investigations and audits, of the health
care system or benefit programs, as allowed by law.

. Courts and Administrative Agencies. We may reveal your medical information as
required by a judge for a legal issue.

. Coroners and Funeral Directors. We may reveal medical information about persons
who have died to coroners, medical examiners and funeral directors, as allowed by law.

. Organ Transplant Services. We may reveal your medical information to agencies that
are responsible for getting and transplanting organs.

. Research. We may reveal your medical information in connection with certain research
activities. With your authorization, we may disclose pertinent information such as your
name, social security number, study name, and dates of participation to our Accounts
Payable department to issue human research subjects reimbursement and/or
compensation payments.

. Specialized Governmental Functions. We may disclose your medical information for
certain specialized governmental functions, as allowed by law. Such functions include:

. Military and veterans activities
. National security and intelligence activities
. Protective services to the President and others
. Medical suitability determinations; and
. Correctional institutions and other law enforcement custodial situations.
. Required by Law. We may also reveal your medical information in any other

circumstance where the law requires us to do so.
OBJECTIONS TO USES AND DISCLOSURES:

In certain situations, you have the right to object before your medical information can be
used or revealed. This does not apply if you are being treated for certain mental or behavioral
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problems. If you do not object after you are given the chance to do so, your medical information
may be used:

. Patient Directory. In most cases, this means your name, room number
and general information about your condition may be given to people who ask for
you by name. Also, information about your religion may be given to members of
the clergy, even if they do not ask for you by name.

. Family and Friends. We may disclose to your family members, other
relatives and close personal friends, any medical information that they need to know if
they are involved in caring for you. For example, we can tell someone who is assisting
with your care that you need to take your medication or get a prescription refilled or give
them information about how to care for you. We can also use your medical information
to find a family member, a personal representative or another person responsible for your
care and to notify them where you are, about your condition or of your death. If it is an
emergency or you are not able to communicate, we may still give certain information to
persons who can help with your care.

. Disaster Relief. We may reveal your medical information to a public or
private disaster relief organization assisting with an emergency.

OTHER RIGHTS REGARDING YOUR MEDICAL INFORMATION:
You also have the following rights regarding your medical information:

. You have the right to ask us to treat your medical information in a special way, different
from what we normally do. Unless you have the right to object to the use of the
information, we do not have to agree with you. If we do agree to your wishes, we have to
follow your wishes until we tell you that we will no longer do so.

. You have the right to tell us how you would like us to send your information to you. For
example, you might want us to call you only at work or only at home. Or you may not
want us to call you at all. If your request is reasonable, we must follow your request.

. You have the right to look at your medical information and, if you want, to get a copy of
it. We can charge you for a copy, but only a reasonable amount. Your right to look at
and copy your medical records is based upon certain rules. For example, we can ask you
to make your request in writing or, if you come in person, that you do so at certain times
of the day.

. You have the right to ask us to change your medical information. For example, if you
think we made a mistake in writing down what you said about when you began to feel
bad, you can tell us. If we do not agree to change your record, we will tell you why, in
writing, and give you information about your rights.
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. You have the right to be told to whom we have given your medical information in the six
years before you ask. This does not apply to all disclosures. For example, if we gave
someone your medical information so that they could treat you or pay for your care, we
do not have to keep a record of that.

. You have the right to get a copy of this notice at no charge.

. You have the right to complain to us or to the United States Department of Health and
Human Services if you believe that we have violated your privacy rights. To complain to
us, please contact our Privacy Officer at Ph. # 504-568-4367 or by writing to us at, Office
of Compliance Programs, LSUHSC-NO, 433 Bolivar St., New Orleans, LA. If you
choose to file a complaint, you will not be penalized in any way.

If you would like further information about your rights or about the uses and disclosures of your
medical information, you may contact our HIPAA Compliance Officer, Ph. # 504-568-4367 or
by writing to us at, Office of Compliance Programs, LSUHSC-NO, 433 Bolivar St., New
Orleans, LA. This notice is effective as of April 2, 2003.

Date of Last Revision: April 2, 2003
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ACKNOWLEDGEMENT OF RECEIPT OF NOTICE OF PRIVACY PRACTICES

I, , acknowledge that I have received a copy of the
(Patient’s name — please print)

Notice of Privacy Practices of Louisiana State University Health Sciences Center — New
Orleans this date.

Date:

Patient’s Signature

Health Care Provider’s Documentation of

Good Faith Effort to Obtain Acknowledgement of Receipt

If the Acknowledgement could not be obtained prior to the date of first service to
the patient, or, in an emergency situation, as soon as reasonably practicable after
the emergency has resolved, describe below the efforts made to obtain the written
Acknowledgement and the reasons why the written Acknowledgement could not
be obtained. If the patient refused to provide the written Acknowledgement, please
so state.

Efforts to obtain written Acknowledgement:

Reasons written Acknowledgement could not be obtained:

(Signature of health care provider) Date

(Printed name of health care provider)




