	[image: image1.png]&) Seattle Children’s

HOSPITAL « RESEARCH « FOUNDATION



LANGUAGE RESOURCE TEXT





LANGUAGE RESOURCE TEXT


Table of Contents

1. Researcher’s Statement: (See Consent, Assent, Parental Permission Template)
2. What you should know about this study: (See Consent, Assent, Parental Permission Template)
3. What is the goal of this study?   
4. Why do I have the option of joining the study?   
5. How many people will take part in the study?  
6. If I agree to join this study, what would I need to do?   (Visits and Procedures)   
· Screening   
· Randomization   
· Placebo Controlled   
· Current (Standard) vs. Experimental   
· 
Dose Escalation  
· Without Placebo
· With Placebo
· Genetic Testing   
· Common Medical Procedures and Device Descriptions  
· Chart options   
· Basic
· In depth
· Flowchart   
7. How long would I be in the study?  
8. What are the possible harms and risks if I join this study?   
· 
Possible Harms or Risks (Physical) 
· Possible Harms or Risks (Social, Psychological, Other)  
 
9. What are the possible benefits if I join this study?
 

· Possible Benefits for You
· Possible Benefits for Others
10. What other options do I have?   
11. How would you keep my information confidential?   
· Studies with Certificates of Confidentiality  
12. Would it cost me money to be in the study?   
13. What if I were injured because I joined the study?   
14. Would I be paid if I take part in the research study?  
· Potential for new products to be developed
· Patent Pending
15. Study Specific Language   
· 
Banking   
· Future Contact  
· GWAS-dbGaP and NDAR   
· Quality of Life Study  
· Debriefing Statement : Example language from a study involving deception
· 
Phases of a clinical trial  
· Phase I Studies   
· Consent and Assent for Video recordings
· HIV Testing 

Phase III trial comparing best available to experimental:
We are doing this study to compare an experimental treatment with the best available treatment for young people with      . 
We hope that the experimental treatment will work as well or better than the best available treatment. But, we don’t know if it will. The way to find out if one treatment is better than the other is to compare them. We do this by putting people in the study into different groups.  Some people in the study will get the experimental treatment and some will get the current treatment.




SCREENING
Tests to see if the study is an option for you:
If you decide you want to be in this research study we would need to do some tests to be sure it is OK for you take part. The visit where these tests would be done is known as Study Visit 1. These tests would tell us if your health problem (or situation) meets the requirements for the study. 

RANDOMIZATION
Placebo Controlled (Note single and double blind options)

If you join the study, we would randomly assign you to one of  [insert number]       study groups—Group      . This means the group you are in would be decided by chance, like [ex. if there are only two groups use “flipping a coin” if there are more than two group use “pulling a name out of a hat”.]
People in Group A will get an inactive [pill] called a placebo. A placebo looks exactly like the experimental drug but it has no drug in it. Sometimes people call it a “sugar pill.” People in Group B will get the experimental [drug, device, etc.].  

[If single blinded option] We would not tell you which group would be in, but the research team would know. 
[OR If double blinded option] And the research team would not know which group you would be in. But we could find out which group you were in if we ever needed to know for safety reasons. 

Group A
If you were in Group A, you would get the placebo.  
Group B
If you were in Group B, you would get the experimental       [drug, device, etc.]. 

Both Groups:  (Explain how the placebo or experimental drug will be taken. For example, “The placebo or experimental drug will be taken as one pill. You would take the pill two times a day.  You should take the pill with meals. It is small enough you would be able to swallow it.)  
Current Treatment  vs. Experimental Treatment
If you join the study, we would randomly assign you to one of       [insert number] study groups—Group      . This means the group you are in would be decided by chance, like [if there are only two groups use “flipping a coin” if there are more than two group use “pulling a name out of a hat”.]
People in Group A will get current treatment or what is also known as the best available treatment.      . 

People in Group B will get the experimental [drug, device, etc.] with      .  

If single blinded option] We would not tell you which group you were in.  But the research team would know. 
[OR If double blinded option] We would not tell you which group you were in. The research team would not know which group you were in. But we could find out which group you were in if we ever needed to know for safety reasons. 

Group A
If you were assigned to Group A, you would get current treatment. (Explain current/standard care/best available treatment. Indicate the name of the drug(s), doses, frequency of dosing and how the drug is given. For example, “      would be taken as one pill, two times a day by mouth.       should be taken with meals. The dose given is a standard dose of      .”) Study activities for Group A would last      .

Group B
If you were assigned to Group B, you would get the experimental       [drug, device, etc.]. (Explain this treatment. Indicate the name of the drug(s), doses, frequency of dosing and how the drug is given. For example, “      will be taken as one pill, two times a day. You would swallow this pill.        should be taken with meals. The dose given is      .”) Study activities for Group B would last      .      
DOSE ESCALATION
Without Placebo
How would you decide how much of the study drug I would take?

Different people in the study will get different amounts of the experimental drug [choose a term that fits your study…whatever term you have selected should be consistent throughout the form].The first few people who join will get the lowest amount, or dose.

We will look at the side effects caused by that dose of the experimental drug. If the side effects are in a safe range, we will give a higher dose to the next group of people in the study. We will increase the dose for every new group of       people until [explain stopping procedures (e.g. two people have serious side effects)]. If this happens, we will stop the study.
[explain if the dose will be increased or decreased for people in the study (e.g. If you join the study and feel the study drug is not helping, you would not be able to get a higher dose. However the research team would lower the dose if you had a bad reaction.)]
You would be less likely to have side effects, or to benefit, when taking a lower dose. 

With Placebo
How would you decide the amount of study drug I would get?

Different people in the study will get different amounts of the experimental drug [whatever term you have selected should be consistent throughout the form] and placebo. The first few people who join will get the smallest amount or lowest dose.

We will look at the side effects that are caused by the drug. If the side effects are in a safe range, we will give a higher amount of the drug to the next group of people in the study. We will increase the amount for every new group of       people [explain stopping procedures (e.g. two people have serious side effects)]. If this happens, we will stop the study. 

[explain if the dose will be increased or decreased for people in the study (e.g. If you join the study and feel the study drug is not helping, you would not be able to get a higher dose. However the research team would lower the dose if you had a bad reaction.)]
You would be less likely to have side effects, or to benefit, when taking a lower dose of the drug. If you take part and are assigned to the Placebo Group, your chances of having a benefit and side effects would be the same no matter what dose you take.
GENETIC TESTING [also see Whole Genome and Exome Sequencing]

What could we find by looking at your genetic information?

We could find changes in genes that cause other diseases besides      . Some of the genetic changes we could find include changes that:  

1. Are related to      .

2. Play a part in diseases other than      .

3. Are not known to cause any disease. These are called “normal variations”.

4. We do not know the meaning of yet.  

Genetic Tests with limitations:

It is important that you know about the limitations of the research testing and genome sequencing.  
1. We would NOT be able to tell you about the genetic changes we could find. 
2. We would NOT find all the genetic changes that cause disease.

3. Some genetic changes that are not currently known to cause health problems may be found to cause health problems in the future. We cannot promise we would be able to tell you about those genetic changes in the future. 

We would try to contact you       [ex: if we learn about something that you can do something about. We would explain why what we found is important to your health. And let you know what medical actions you could take. An example of this would be a gene change that affects the chances of heart disease. Getting heart disease is dependent on many genetic and non-genetic factors(like what you eat and if you smoke. You could do something about those things.

4. We would NOT tell you about genetic changes that are not known to affect health. 

5. The genetic testing we are doing for this study would not replace genetic testing recommended by another doctor.

We would NOT give you the specific results of the genetic testing. If you want to know the specific results, you would need to have genetic testing done at a lab outside this study. You would need to pay or have your insurance company pay for these tests. 
COMMON PROCEDURES
Activity Meter

A small electronic device that you wear on a belt. It is about the size of a pager. The meter gives minute-by-minute estimates of how much your whole body is moving.

Audio Recording

We would audiotape or digitally record the interview we would have with you. The recordings are for research purposes. You would not be named on the recording.  We would label the recording with your study ID, date, and session number. 

We would store the recordings in locked cabinets or password-protected computers. They would be used to:

· Look at how the study is going
· Help us answer the research study questions 
· Train members of the research team. 
Only the research team would have access to the recordings. The recordings would be destroyed at the end of the study.  

Baseline
Activities that help us understand your current health (or know where you are at) before you take part in the study

Blood draw – preferred term Needle Poke                                                                                                                      If you agree to take part, we would need to collect blood for blood tests. We would take a small needle and poke your arm [if appropriate] to collect blood. If you would like, we can use a cream to numb your skin before the needle poke. This would help you not feel the poke as much. It takes about 30 minutes for the cream to numb the skin.

Buccal Swab                                                                                                                               We would twirl a small brush along the inside of your cheek for about 30 seconds. 

Cell                                                                                                                                           Short version:  Cells make up every part of our body including your muscles, bones, blood and organs like your heart and liver. Cells are so small you can only seem them with a microscope. 
Long version:

Cells make up every part of our body including your muscles, bones, blood and organs like your heart and liver. Cells are so small you can only seem them with a microscope. If you look at a cell using a microscope, it looks like a fried egg. The white part of the cell (the cytoplasm) is full of water and protein that feed the cell. The yolk of the cell (the nucleus) is like the cell’s brain. It has all the genetic information (DNA) inside it that makes you who you are.

Cell Line:
We would take cells from the blood you give us and grow them in our lab. This way we can create a group of identical cells.  Then we can do experiments on these cells without asking you to give us more blood. 
CT Scan (Computerized Tomography Scan)                                                                                                                                  This type of scan takes pictures of the inside of the body. The CT scan is a large donut-shaped x-ray machine. It can help researchers look at parts of the body that can’t be seen in regular x-rays. The scanner takes many x-ray pictures. It then uses a computer to make three-dimensional images of the inside of the body. 

People who take part in the study lay down on a moveable table. The table then slides into the center so it can take x-ray pictures around the body. You would be in the machine for       (time). Being in the machine does not hurt but you do have to be still.

Diary                                                                                                                                            We would give you a study diary. This is a [piece of paper, small booklet, etc.] that you would write down [how you feel, etc]. You would do this [one time every day].  

DEXA Scan (Bone Scan)
This test measures how much calcium and other types of minerals are in a part of your bone. It uses a very small amount of radiation--much less than you would get if you had a regular chest x-ray. 
DNA                                                                                                                                                     Almost every cell in a person’s body contains a chemical called deoxyribonucleic acid (DNA).   DNA is like a big instruction book that tells your body how to grow and develop. A segment of DNA is called a gene. Differences in genes help to explain difference between people and can help explain some diseases.  Long thread-like pieces of DNA are called chromosomes. Each person gets half of their DNA from their mother and the other half from their father. When DNA is copied from parents to children, it isn’t always copied exactly the same.  Sometimes the DNA has changes.  These are called mutations. Mutations can be good or bad. Some cause birth defects or other diseases. Others don’t affect anything and go unnoticed. 

Electrocardiogram (ECG or EKG)                                                                                                         This test records the beating of the heart. You would be asked to lie down on an exam table. A research team member will clean several areas on your arms, legs and chest, and then attach small sensors with a sticky tape. The sensors measure electrical signals from the heart and translate them into a graph that study doctors can review. You would need to lie still for this test, but you would not feel any pain. You would just feel the sensors on your skin. We do ECGs to look for changes in the rhythm of your heart. 

Exome Sequencing

The total amount of DNA in your body is called your “genome”.  The part of your genetic information that only has genes in it is called your “exome.” The exome is about 1% of your genetic information.  Only looking at genes while studying genetic information, is called “exome sequencing.” This is one way we study genetic information to look for changes that may cause disease.
MRI (Magnetic Resonance Imaging)

An MRI uses radio waves and a large magnet to take pictures of the inside of the body. MRI’s are different from x-rays and CT scans because they do NOT use radiation. You would lie down on a narrow table. The table would then slide into the middle of the MRI machine. This can be uncomfortable or little scary if you do not like cramped spaces. The MRI machine also makes a lot of noise. During the MRI, the person who operates the machine would watch you from another room. You would stay in the machine for about       minutes so we could take all the pictures we need for the study.
Pharmacokinetic Studies

These tests look at your blood to see what happens to a drug inside your body. They can look at how the body absorbs, distributes, uses and removes the drug. 
Pharmacodynamic Studies:   

These tests look at your blood to see how a drug affects your body. They can look at what the drug does to your body and how long the effect lasts.

Tanner Staging: 

Tanner Staging is way of looking at the physical development of a person’s body.  For girls, we look at pubic hair and breasts. For boys we look at pubic hair and genitals .
Whole Genome Sequencing

The total amount of DNA in your body is called your “genome”.  When we look at ALL your DNA to study your genetic information, it is called “whole genome sequencing.”  This is one way we study genetic information to look for changes that may cause disease. 
CHART OPTIONS
Basic
Expected Visits & Procedures

	Visit #
	Procedures
	Location*


	  Visit Length

	Visit 1
	· An exam by the research study doctor

· Blood tests (how much blood will be taken - use only tablespoons or teaspoons rather than ml, c, or oz) 
· Urine test

· Pregnancy test
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


*[if correct state: All visits take place at Seattle Children’s Hospital and delete the Location column. If any of the tests will be done at off-site locations, indicate where the tests will be done.]
If Multiple Groups -  Add another chart for each group 
In-depth

Expected Visits & Procedures

	Study Procedures

                             

	
	Study

Visit

1
	Study

Visit

2
	Study

Visit

3
	Study

Visit

4
	Study

Visit

5
	Study

Visit

6
	Study

Visit

7
	Study

Visit

8
	Study

Visit

9
	Study

Visit

10
	Study

Visit

11
	Study Visit

12
	Study Visit

13
	Study Visit

14

	Interviews, Tests and Questionnaires
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	Physical exam
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	ECG
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	Blood taken for research tests
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	Measure height
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Flowchart

;gko




You may want to include a flowchart to describe procedures in your study. 

Here is an example of what one research team did.



PHYSICAL 
Dexa Scan                                                                                                                            
You would get a small amount radiation from A DEXA scan. Most people in the U.S. get about 300 millirem of radiation each year. It is called “background radiation”. And comes from space and the earth. The radiation dose you would get if you did these scans will be about       millirem. The risk of harm from this amount of radiation is low.  

ECG (Electrocardiogram)                                                                                                                                                   An ECG does not cause pain. The sensors may feel uncomfortable. In rare cases, some people may get a rash where the sensors are put on their body.

Giving blood for research tests                                                                                                                         You would feel a needle poke when we take your blood. Some people may get a small bruise that will go away in a day or two. People sometimes feel dizzy or faint. There is also a very small chance you could get an infection where the needle pokes the skin. 

Harms to unborn babies

The research study drug(s) can harm an unborn baby. Because of this, you should not become pregnant [If appropriate include: or father a baby] if you join this study. Females 12 years old and older in the study will have pregnancy tests before certain procedures.  

If you join the study and have a positive pregnancy test, we would tell you about the test results.  You must give your permission before the hospital can share the results with a parent or guardian. [If appropriate include: If you have a positive pregnancy test, we would ask you to leave the study. This means that even if we did not tell your parent or guardian, they might find out you were pregnant.] 

SOCIAL, PSYCHOLOGICAL, OTHER
Survey

You might feel uncomfortable answering some questions on the survey. You could skip any questions you did not want to answer.

Interview

The interview includes some questions that might seem sensitive or personal. You could skip any question you did not want to answer.


POSSIBLE BENEFITS FOR YOU

Control Trial (best available or current vs. experimental):

We don’t know if you will get any benefit if you join this study. Half of the people in the study will get the current treatment and half will get experimental treatment. We do not know which one will work better.

Control Trial (best available or current vs. placebo):

We don’t know if you would get any benefit if you join this study. Half of the people in the study will get the experimental treatment and half will get the placebo.  

Placebo Group 

We do not think this study will help you if you are in the placebo group. 
Experimental Group

This study might help you if you are in the experimental group. It could help you by:  
·      
·      


CERTIFICATE OF CONFIDENTIALITY 
We have a Certificate of Confidentiality from the federal government.  It means we can’t be forced to give out information about you if you take part in this study.  This is true even if we are asked to by a court of law.  It’s not likely that someone would ask us to give out your personal information but this Certificate helps protect it.   However, there are times when we would still need to share information about you.  

Even with the Certificate, your information could still be given out under these situations:

· Federal agencies, like the FDA,  may review study records 

· Seattle Children’s or the funding agency may look at study records to make sure the study is being done well

· You or a family member could share information about you or your part in this research study 

· You give written permission to an insurer, employer or other person to receive information about you

· We must report child abuse or if you intend to hurt yourself or others
· We must report communicable diseases to public health authorities (include this line only if appropriate for your study)
Note: Researchers can also list other types of harm they may voluntarily report specific to the research project, (e.g. suicide, domestic abuse, etc.).




POTENTIAL PRODUCT DEVELOPMENT

Your samples may be used to make new products, tests or findings.  These may have value and may be developed and owned by the research team and/or others.  If this happens, there are no plans to pay you.  

PATENT PENDING

Dr. X invented the       device. Seattle Children’s Hospital has both U.S. and International Patents that are pending. [Name of manufacturer] has exclusive licensing right. The results of this study may show that this       device has clinical benefit for children born with      . If that happens the device will be commercially manufactured and distributed by [licensee].  We think this device will help people in the study.  Being in the study will not keep you from getting our standard treatment.  Because of this, we would not pay you money to take part.   

BANKING
Banking or Storing Samples

Storing samples or  information so researchers can us it in the future is called “banking”.  Researchers also bank information or samples so they can share it with other researchers.  

[If applicable: You have the option of doing this part of the study or deciding not to do this part of the study. ]
If you decide to take part in this study (if banking is optional: and also have your samples  stored):

· We would store your samples [list location      ]. We would keep them      . [Explain how data/samples will be maintained in the collection and how you protect their privacy and confidentiality] 

· We would share your [list type of sample/information to be banked      ] with [list who it would be shared with      ] . 

· Your samples or information would be used in future research on      . [Or explain that they won’t be used in future research] 
· We would not be able to give you the results from research on that is done using your samples. [Or We would give you the results from research on that is done using your samples. We will do this if      . We will do this by       [sending you a letter, calling you, etc.]
· Your samples could be used to make new products, tests or findings. These may have value and may be developed and owned by the research team and/or others. If this happens, there are no plans to pay you.
What if I changed my mind about banking my samples [or information]?
[Explain what would happen to the materials and data already donated if the participant no longer wants to be in the study. Ex) You could always tell us to stop storing your samples.  We would destroy your samples and all the information that identifies you. However, we would not be able to destroy or get data if      .] 

FUTURE CONTACT

GWAS/NDAR/ and other Genetic Studies
Consent Form Section 3 (add this information to the usual template language):
What is the goal of the study?
We want to study genetic material called DNA that is collected from a person’s [blood or saliva or cheek cells]. Instructions for the body are contained in parts of DNA called genes. Genes determine things like hair and eye color. We hope by studying genes we can learn more about [medical condition X       ], but we might use your genetic information to study other diseases or conditions other than [medical condition X      ].  [Phrase in yellow is optional; note that you are restricting the use of your data to a specific medical condition if you exclude the green statement.] 

Consent Form Section 11 (add this information to the usual template language):
How would you keep my information confidential?
ADD FOR GENERAL BANKING STUDIES
We would store genetic information from your blood sample with some of your health information from your medical record [describe what kinds of health information you would store].  We would store this information in a database so we can use it in the future. The database will store information about you permanently [or describe how long it would be stored].
ADD IF YOU PLAN ON SHARING DATA WITH OTHERS BUT NOT IN dbGaP or NDAR or similar national repositories
We may share your information with other investigators.  Qualified researchers who get permission to use information from our database may not be from Seattle Children’s.  Some may be from universities or from commercial companies.  [Modify this green statement if necessary]:  But we will not give them your name, medical record number, or contact information.  We will label all your information with a study code number.  The list that would link your name to your study code would be stored in a locked cabinet or on a secure computer file. We will do our very best to protect your information.
OR ADD IF YOU ARE SHARING DATA IN dbGAP
[If you plan on putting data in dbGaP] We may share the information you give us with a national database for genetic information, called the database for Genotypes and Phenotypes (dbGaP). The National Institutes of Health controls this database. dbGaP allows researchers to collect and share information with each other, which may result in learning new and important things more quickly. [This database will be used in future studies about      .] [If you do not want to restrict the types of research that can be done, then you should delete this yellow sentence]. The information in this database will be stored permanently. 
Other researchers must get permission from a special committee at NIH to be able to use your data in the dbGaP database.  Qualified researchers who get permission to use information from dbGaP may not be from Seattle Children’s.  Some may be from other institutions, universities or from commercial companies.  But we will not include your name, medical record number, or contact information in dbGaP.  We will label all your information with a study code number.  We would store the list that would link your name to your study code in a locked cabinet or in a secure computer file.  We will do our very best to protect your information.
OR ADD IF YOU ARE PUTTING DATA IN NDAR
We may also decide to share research information (such as information about health, behavior and genetic information) you give us with a national database for autism information called the National Database for Autism Research (NDAR). The National Institutes of Health controls this database.  NDAR allows researchers to collect and share information with each other, which may result in learning new and important things about autism more quickly. [This database will be used in future studies about      .] [If you do not want to restrict the types of research that can be done, then you should delete this yellow sentence]. The information in this database will be stored permanently.  Other researchers must get permission from a special committee at NIH to be able to use the NDAR database.  Qualified researchers who get permission to use information from NDAR may not be from Seattle Children’s.  Some may be from other institutions, universities or from commercial companies.  
Data that are shared with NDAR will not have information that can identify you.  However, in order to create the code for your data in NDAR, we will have to use certain identifiers such as your birth name, place and date, gender, and/or social security number.  These identifiers will not be transferred to or stored in NDAR.  The NIH will generate a special Global Unique Identifier (GUID) code for you that will not be related to these identifiers.  This GUID code will follow you if you join other research studies that also submit data to NDAR.  This will allow other researchers to link data from this study to other autism studies that you may join in the future.  We will do our very best to protect your information.  NDAR will report to Congress and on its website about the different studies that researchers are conducting using NDAR data; however, NDAR will not be able to contact you individually about specific studies. If you would like more information about NDAR, this is available on-line at http://ndar.nih.gov.
Consent Form Section 11 (continued-GWAS/NDAR/ and other Genetic Studies)
Will I get my genetic test results back?
[If results will not be returned] If you decide to take part in this study, what we learn from the genetic tests will not benefit you. We would not share any individual genetic results with you. We hope that these genetic studies will help other people with [medical condition X      ] in the future. 

[If results will be returned to participants*: please explain under what circumstances and if there are any potential benefits from receiving this information.] However, you would not receive results from research that is done by other researchers who use your genetic data that is shared with them by dbGaP or NDAR.
*NOTE TO STUDY TEAMS: CMS rules require any testing that will be shared with participants to come from a CLIA certified laboratory.  Usually it is a good idea to have opt in or opt out selections for participants to choose whether they would like to have their results or not].
Loss of Privacy 

Your privacy is very important to us. If you join the study, we would use many safety measures to protect your genetic information. However, we cannot guarantee that you would never be identified if you share your information with us. We think it is very unlikely that you would ever be identified but it is possible that someone could:

· Break into the computer system(s). They could then find the code that links your genetic and medical information to you. This is very unlikely.

· Find a way to link your genetic or medical information in a database back to you. Your genetic information is unique to you. But you share some genetic information with your children, parents, brothers, sisters and other blood relatives. So it might be possible for someone to use genetic information from your relatives to help figure out who you are.  Again, it is unlikely this would happen.
Other Possible Harms
· Some genetic information may predict health problems you or your relatives could have in the future. This information might be of interest to health providers, life insurance companies and others. There are state and federal laws that protect against genetic discrimination. There is a federal law called the Genetic Information Nondiscrimination Act (GINA). This law makes it illegal for health insurance companies, group health plans and most employers to discriminate against you based on your genetic information. However, the law does not completely protect you from discrimination. 

· Genetic information could also be used by law enforcement agencies to identify a person or his/her blood relatives. 

· Your genetic information could be used in ways that could cause you or your family distress, such as by revealing that you (or a blood relative) carry a genetic disease. [delete this if results will not be returned]
· There could be other privacy risks we do not know about. 

Consent Form Section 11 or 16 (depending on preference)
What if you change your mind? 
You could always ask to stop taking part in the study. We would destroy your samples/data and all the information that identifies you [or provide study specific details: e.g. we will keep your data, but destroy the identifiers that link to the data to you]. [If you are submitting to dbGaP or NDAR or some other public resource where data cannot be retrieved after release, then add this: [However, we would not be able to destroy or get data back if it has already been released from a public database to other researchers.]
Consent form Section 14 (add this information to the usual template language))
Would I be paid if I join this study? 
Your samples could be used to make new products, tests or findings. These may have value and may be developed and owned by the research team and/or others. If this happens, there are no plans to pay you.

QUALITY OF LIFE STUDY
What is the goal of the research study?
This is a "Quality of Life" study. In this study, we look at how patients are feeling physically and emotionally during their       treatment. It also looks at how you are able to carry out your day-to-day activities. We would like your view on how your life has been affected by       and its treatment. 

What would I do if I joined the study?
If you decide to take part in this study, the only thing you will be asked to do is fill out       questionnaires. It takes about       minutes to fill out each questionnaire. You may change your mind about filling out the questionnaires at any time. If any questions make you feel uncomfortable, you may skip those questions and not give an answer.

We would ask you to fill out: 

· The first questionnaire at your first visit.
· The second one       months later.
· The last one       months after your first visit. 

Benefit for others

This information will help doctors better understand how patients feel during treatments and what effects the medicines are having. In the future, this information may help patients and doctors as they decide which medicines to use to treat cancer.

STUDY INVOLVING DECEPTION: Debriefing Statement
(This information would be shared after the study as part of an information sheet)

This study looks at how people deal with stress. Studies done in the past have found that different people deal with and respond to stress in different ways. In this study, we asked you to prepare a speech. We told you that you would deliver this speech to your peers.  You then learned that you would not need to give a speech.  You also learned we would not share any part of today’s study with your peers.  But we wanted you to believe that this was true to see how you would handle the stress of the situation. Most people find this type of task stressful because they worry about what others will think about them. There is a lot of research showing a strong connection between stress and depression.  Not surprisingly, higher levels of stress put people at increased risk for depression. We are also interested in how teens that have had depression physically react to stress. We think that people with a history of having a depressive disorder will react differently to stress.  We hope that the information we learn from this study will teach us how we can help teens with depression learn to manage their stress.   If you have concerns about your rights as a participant in this experiment, please contact the Seattle Children’s Institutional Review Board (IRB) at (206)987-7804. Thank you for taking part.  
PHASES OF A CLINICAL TRIAL
There are different types of clinical trials. Clinical trials are done in phases.  Each phase of a clinical trial answers different questions about the disease or treatment.   

Phase I

Goal
Tests an experimental treatment for safety or the highest amount of a drug that can be given with the least side effects.

Only a small group of people take part (20-80). 

This can be the first time the treatment will be tested in humans or in children.

Basics      
People who take part are given different amounts of the experimental treatment. Researchers watch to see if they have side effects. The amount of the drug is increased in groups of people until harmful side effects are seen.

People Who
Phase I trials can be an option for people whose disease has not            
Take Part 
responded to less experimental treatments.


Potential
Most people who take part in this type of study don’t get a health benefit

Benefit
from it. Less than 5% of people have a positive response to the experimental treatment.

Potential
Not all the side effects of the experimental treatment are known.

Harms
People may feel discomfort or pain from the experimental treatment.


People may spend more time in the hospital or clinic. Because of how they get the experimental treatment or to have tests done to look at how their body responds to it.

Phase II

Goal
To learn how an experimental treatment affects the body.

Tests the experimental treatment in a larger group of people (100-300).

Learn more about which types of diseases the treatment works for.

Learn more about the side effects and the best dose to use.

Basics      
People in the study get an amount of the experimental drug that was found to be safe in a Phase I trial.

 
People in the study are followed for side effects and response rates.

People Who
Phase II trials can be an option for people whose disease has not             
Take Part 
responded to less experimental treatments.


Potential
A small number of people in the study may have a response from the

Benefits 
experimental treatment.  

Potential
People may feel discomfort or pain from the experimental treatment.

Harms
People may spend more time in the hospital or clinic. Because of how they get the experimental treatment or to have tests done to look at how their body responds to it.

Phase III

Goal
To find out if the experimental treatment is better in some way than the best available treatment. 

Tests an experimental treatment in a still larger group of people (1,000-3,000). 

Basics     
Participants are assigned by a method called randomization to either an experimental treatment plan or the best available treatment for the disease. 

People Who
Trials offered to people who:
Take Part
1.  Have a specific type of disease that the experimental treatment is designed for; AND


2.  Also have the option of best available treatment.
Potential
The experimental treatment may be better than the best available 

Benefits 
treatment.

Potential
The experimental treatment may have more side effects then the

Harms
best available treatment. It may not be any better at treating the disease.


There is a chance the experimental treatment may not treat the disease as well as the best available treatment.

PHASE I STUDIES WITH MTD AS PRIMARY GOAL 
Section 1
This study is a clinical trial. Clinical trials include participants who are patients that decide to take part. When doing a clinical trial researchers follow a plan for the study known as a protocol.  You can ask for a copy of the protocol if you want to see it.
Section 2 
The goal of a Phase I study is to find the highest dose of a drug or “agent” that can be given safely or without causing unacceptable side effects.

Section 4  

See Dose Escalation
Section 7
Possible Personal Benefits 

The main goal of this study is to test the safety of the experimental agent [drug]. It is not to treat your [insert condition     ]. The chances that this agent will help your [insert condition     ] or help you to live longer are close to zero.
Possible Benefits for Others

What we learn from this study will benefit society and others with your [insert condition     ].  
CONSENT/ASSENT FOR VIDEO RECORDING:
I know the researchers will videotape my therapy sessions to learn if it is helpful to teens.  I know this is required as part of the research, and I am okay with it.  

I can decide if I want my videotapes to be used to teach other therapists how to do therapy.

  I want my videotapes to be used to teach other therapists how to do therapy.

  I do not want my videotapes to be used to teach other therapists how to do therapy.  

_________________________________________            _____________


Signature of Teen

      



Date

CONSENT FOR HIV TESTING:
As part of joining this research study, we will ask you to have a HIV antibody test. Anyone who joins the study and is 14 years of age or older will need to give their consent to be tested.  HIV (Human Immunodeficiency Virus) causes AIDS (Acquired Immunodeficiency Syndrome).  This HIV test detects the antibody the body’s makes in response to the HIV virus.   If you test positive for HIV infection you cannot be in the study.  Participation in research is always voluntary.  You do not have to be tested.

A POSITIVE test means you have been infected with the virus.  That means you can pass it to others.  The test cannot tell how long a person has been infected.  It does not mean that you have AIDS.  AIDS is the most advanced stage of HIV infection.  Results of HIV testing will be provided privately to a minor 14 years of age or older.

If the test is NEGATIVE it is unlikely that you have the HIV virus.  However, in rare instances you could have been infected with the virus only very recently, and your body has not yet made antibody to fight the virus.  It can take up to six months after infection for the test to turn positive. 

False results are rare.  Unclear results are also rare.  When a test result does not seem to make sense, we do the test again or we may do another test that tests for the virus directly.

Being tested for HIV infection and learning the test results may cause severe stress, anxiety and depression.  A positive test result may affect your relationships with family, friends and others.  If test results got into the wrong hands, it could affect your job, your housing, or you’re insurance.  You might not be able to travel to some places.  There may be other risks and stresses to your from being tested.

Washington State law requires that positive HIV results be reported by name.  Any positive HIV test results would be reported to the Public Health Department with the person’s name.  The state health department is required to keep this information confidential. Names and other identifying information about HIV will be removed from the health department records within 90 days.  This reporting is required to monitor and track infectious diseases in our community.
If the result is positive, we will help you to get the support and medical care needed.  Participants who test positive and who have sexual or needle sharing partners will be encouraged to notify their partners.  If you are not able to notify these partners, we will ask a local health officer to help in notifying the partners.
The needle used to draw blood for the HIV test may cause temporary pain.  You might get a bruise where the needle enters the vein.  

Please ask the research team any questions that you may have about HIV testing.
  I agree to have an HIV test for this research study.

  I do not agree to have an HIV test for this research study.  I understand that declining the HIV test means that I cannot be in the study.  

______________________________________







Signature of Research Participant (required if 14 years or older)


                                                   

___________                                                              _____________

Date       
                                                            Time      

         
The goal of this resource is to provide language that is clear and below an 8th-grade reading level for the Institutional Review Board (IRB) template consent/assent/parental permission form.  





This Language Resource Text follows the same order that the template consent/assent/parental permission does. Section 15 of this document has study specific language. 





Please e-mail the IRB at �HYPERLINK "mailto:halle.salas@seattlechildrens.org"�irb@seattlechildrens.org� with suggestions for this resource.





3. What is the goal of this study?








4. Why do I have the option of joining the study? 








5. How many people will take part in the study? 





6. If I agree to join this study, what would I need to do? 








Activities: 


Review this consent take your and your child’s weight and height 


Add….











1st Visit & Consent Conference:  





Activities to see if this study is a good fit for you 





Time: 


Location: 





Activities at ALL visits: 


Example)  Weekly weight check in


List as appropriate

















Total Number Study Visits:





Time:  


Location: 








Activities: 


List as appropriate











Starting Activities:





Activities that would help us understand what your health is like before the study begins





Time: 


Location: 





Study Visits #X & #X





Time:  


Location: 








Activities: 


Same activities listed at weekly visits PLUS


You complete questionnaires




















Activities: 


Same activities listed at weekly visits PLUS


Parent

















Study Visit  #





Time:  


Location: 








Flowchart Key





*Activity Meter: A small electronic device worn on a belt. It is about the size of a pager. The meter provides minute-by- minute estimates of total body movement.





**Family and Group Meetings:  All family and group meetings will be audiotaped. These recordings will be labeled with code numbers. No names or other information that identifies you would be included. These de-identified recordings may be used in future therapist training.





***Home Visits:  Research staff would visit your home 7 times during the study.  They would look at the food and activities that are typical in your home.  








7. How long would I be in the study?





8. What are the potential harms or risks if I join this study?





9. What are the possible  benefits if I join this study?





10. What other options do I have? 





11.  How would you keep my information confidential? 





12. Would it cost me money to be in the study? 





13. What if I were injured because I joined the study? 





14. Would I be paid if I join this study? 





15.  Study Specific Language 





Future Research Studies





Would you like to know about future research studies? We would like to contact you in the future to tell you about other research studies you might want to take part in. Research is always a choice. We are only asking you, if you would like to hear about other studies. 





What happens if I check “YES”? If you check the “YES” box, you are allowing us to contact you if a study that you could take part in comes up. You can decide to stop allowing us to contact you at any time. You would need to XX and let us know if you did not want to be contacted in the future.  





What happens if I check “NO”? Deciding not to take part will NOT affect your care at Seattle Children’s Hospital. There will be no penalty or loss of benefits to you for deciding that you do not want to be contacted in the future.





Your contact information will not be shared with anyone outside this XX.


( Yes, it is okay for you to contact me about future research studies.


( No, please do not contact me about future research studies.





Please tell us what would be the best way to contact you.





( Phone:      __________________________________





( E-mail:      __________________________________





( Mailing Address:      __________________________





__________________________


							


__________________________	





Clinical Trials


Phase I


Phase II


Phase III
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