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Introduction: 
The following are suggested definitions and explanations that can be inserted into consent documents for common terms, procedures, 
and their associated risks. Each is written in plain language (non-technical) and written at the grade levels 6-8th. Alternative writing in 
consent documents will be allowed, however, IRB Policies & Procedures Manual Section 11 notes that “it is imperative that the 
consent form be written in language that all potential participants can understand, so they can make an informed decision regarding 
participation in the research. To this end, the consent forms must be written in non-technical, lay language at or below an eighth grade 
reading level.”  
 
This document will be continuously updated. Suggestions and comments are welcome; please forward these to the IRB Office.  
 
Italicized blue writing is for guidance and should be removed from the final documents. Red italic writing indicates required language 
that is to be inserted into consent forms, verbatim.  
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Term Description Common Risks 
Activity Monitor (indicate 
type:  ActiGraph, FitBit, 
StepCounter, etc.) 
 

A small device that tracks movement (add if 
applicable: and/or sleep) is called an activity 
monitor. It should be worn on the (specify: body 
part) all day (or specify time frame), but may be 
removed for showering, bathing or swimming. 
For this study, the monitor will be worn for 
(specify: time period/frequency).    
 

The activity monitor may cause some skin 
irritation or redness. Tell the study staff if 
there is any discomfort from wearing the 
activity monitor. If needed, it can be taken off.  
 

Apheresis Apheresis is a process that separates whole 
blood into parts. This requires a special IV 
called a central line (a thin tube placed in a large 
blood vessel of the arm or chest) or two separate 
IVs (small tubes placed in a vein of each arm). 
Blood will be collected through the tubing and 
sent to a machine that separates it. One part of 
the blood, (specify what: platelets, stem cells, 
white or red blood cells, plasma, etc.) will be 
removed.  These cells will be removed to (Insert 
why these cells are removed).  The rest of the 
blood will be returned to the body. This process 
may take up to # hours. A blood thinner may be 
added to the IV to keep the blood from clotting.    
Note:  A diagram may be added to the consent 
form for clarity. 

One may feel faint, light-headed, tired, or 
unsteady during and shortly after this process.  
The blood thinner may cause slight itching or 
tingling around the mouth. Pain, bruising, 
bleeding and infection could happen at the 
needle sites. 
 
 
 
  

Audio/Video Recording This session will be (specify type: video or 
voice) recorded. Answers and information may 
also be written down. No one other than the 
research team and the person writing down the 
answers will hear/see the recording.  
 

The main risk in being recorded is someone 
knowing you/your child were/was in the study. 
We will do our best to keep the information 
private. You/your child can choose not to 
answer any questions or stop the interview at 
any time.  
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Behavioral Testing 
 

You/your child will be asked to complete tests 
(describe method of testing: on 
paper/computer/a tablet/a smart phone, 
activities) to see how you/your child looks at the 
world. These tests will be done (specify number 
or frequency). Each test takes about (specify 
time).  There are no right or wrong answers.  

You/your child may feel uncomfortable from 
the test questions or activities. You/your child 
can choose not to complete any test questions 
or activities that makes you/your child feel 
uncomfortable.  

Blinding 
 
Single Blinded In this study, you/your child will not know if they are getting the study drug or a placebo. This is 

called “blinding”. The study team will know what you/your child will get, but they will not tell 
you this information. This is to help remove bias, or suggestion, from the study results. 
 

Double Blinded 
 

In this study, you/your child, the study doctor and staff, will not know if you/your child is getting 
the study drug or a placebo. This is called “double blinding”. This is to help remove bias, or 
suggestion, from the study results. If needed for your/your child’s safety, the study doctor can 
find out what was given to you/your child.  
 

Blood Tests (Specify amount) teaspoons of blood will be 
collected from a vein in the arm (or IV if 
applicable) in order to (describe testing to be 
done, in lay terms). (If occurring more than 
once, describe frequency/number of draws, total 
volume, etc.)  

Drawing blood may cause some pain, 
bleeding, bruising, and rarely infection. 
(Describe measures taken, if any, to minimize 
pain:  e.g., A numbing cream may be applied 
to the skin before the blood draw to reduce 
this pain.  
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Bone Marrow Aspirate and/or 
Biopsy 
 

Bone marrow is the spongy tissue found inside 
bones. Blood cells (red, white and platelets) are 
made in the bone marrow. A bone marrow 
aspiration is a process to collect a sample of the 
bone marrow.  This is being done to (specify 
reason for the aspirate: e.g., to check the 
number and type of blood cells, how they are 
formed, the amount of iron, and if there is any 
sign of a tumor or infection).  A numbing 
medicine will be used to help lessen the pain in 
the area.  Once numb, a special needle will be 
put through the skin into the bone.  Some fluid 
will be drawn out using a syringe. (If this 
includes a biopsy, add: A special needle will 
also cut out a tiny piece of marrow to be 
examined in the lab.) 

During this test, you/your child may feel a 
deep, sharp pain that lasts a few seconds. 
Efforts will be made to lessen the discomfort. 
This includes deep breathing, relaxation 
techniques, and using distractions. Afterwards, 
there may be some soreness. Pain medications 
will be given if needed.  There is a small risk 
of infection or bleeding.  
 
  

Bone Marrow Harvest Stem cells are collected through a bone marrow 
harvest.  You/your child will be taken to the 
operating room and put to sleep using general 
anesthesia. The doctor will place a special 
needle through the skin into the hipbone to 
collect the stem cells and blood. Two or three 
skin punctures may be needed on each hipbone. 
Once done, you/your child will be taken to the 
recovery room and watched until awake and 
stable. 

There may be some soreness and/or bruising 
of the hips and lower back after this 
procedure. The doctor may suggest some 
over-the-counter medicines to help with the 
pain. Some people may feel weak or tired or 
having trouble walking for a few days after the 
procedure.    
 
Insert the description/risks of general 
anesthesia.     

Breach of Confidentiality  Every research study involves some risk to 
your/your child’s private information. It is 
possible that other people could find out 
you/they were in the study or see your study 
information. We will take every step to keep 
this from happening. 
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Cell Lines 
 

The blood or tissue collected in this study will 
be used to create cell lines that can be used for 
many purposes. A cell line can continue to grow 
and make more cells forever. This allows 
researchers to have an unlimited supply of 
your/your child’s cells in the future without 
asking for more samples. The researchers will 
use these cells to try to learn more about (insert 
disease/condition). 
 

The cell lines and other samples and data will 
be kept in a "cell bank." Other researchers and 
companies can ask to use the cell lines in their 
own research. The cell bank will only give out 
cell lines to researchers and others under 
certain conditions. [Specify the terms of 
release established by the repositories, such 
as IRB approval or approval by a governance 
committee.] 

Central Line Placement 
 

A central line is a long, thin, flexible tube put in 
a large blood vessel leading to the heart. This 
type of line can stay in the body longer than a 
regular IV. It can be used to give medicines, 
fluids, nutrients, or blood products. 

It is common to have some pain or bleeding 
where the line is placed. This usually resolves 
quickly.  Less common, more serious risks 
include infection, blockage or kinking of the 
tube, or a collapsed lung. If any of these 
happen, additional medications, procedures, or 
removal of the central line may be needed.    
 
If applicable, insert the description/risks of 
general anesthesia.     
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Certificate of Confidentiality  If a Certificate of Confidentiality (COC) has 
been obtained, the following paragraph is 
required verbatim: 
The study is covered by a Certificate of 
Confidentiality from the U.S. government.  It 
adds special protections for your/your child’s 
information.  This document says that the 
study doctor cannot be forced to identify 
you/your child even if this is asked for by a 
court order.  If you/your child need/needs 
medical help, or if you/your child could harm 
yourself/themselves or others, your/your 
child’s information may be shared.  The study 
doctor may also share your/your child’s 
information if it is required by law. For 
example, study doctors must follow the laws 
about reporting suspected child abuse and 
infectious diseases. The government may also 
see your/your child’s information if there is an 
audit of this study. You can still ask the study 
doctor to share your/your child’s information, 
if needed.   
This document does not stop you from 
choosing to share your/your child’s 
information. If you want your/your child’s 
information shared with an insurer, medical 
care provider, or any other person not part of 
this research, you must give consent to the 
study doctor to share it. 

Colonoscopy See Endoscopy, Lower 
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Computerized Tomography 
(CT Scan) 
 

A CT scan takes a series of X-rays from 
different angles. A computer processes these to 
create images of bones, blood vessels and soft 
tissues inside the body. You/your child will be 
asked to lie on your back on a table. The table 
will slide into the CT scanner, which looks like 
a tunnel.  The scanner will revolve around 
you/your child taking pictures as it moves. The 
scanner may make clicking sounds.   

A CT scan does not hurt, but some people do 
not like lying still or being in the scanner. 
Staff will be there to answer questions and 
guide you/your child through the scan.  
 
During a CT scan, you/your child will be 
exposed to radiation. Exposure to too much 
radiation can increase the risk of cancer. The 
amount of radiation from a CT scan is greater 
than that of a plain X-ray. It is same as one 
would get normally in (specify time – from 
radiation safety committee recommendations).  
If applicable, add: It is unlikely there would 
be any ill effects at this level. 
 
Add risks of contrast agent if applicable. 

Continuous Glucose 
Monitoring (CGM) 
 

Continuous glucose monitoring (CGM) is a way 
to measure blood sugar levels all day and night. 
A tiny sensor is put under the skin to measure 
blood sugar levels. It is held in place with tape 
and connected to a device that displays and 
stores the information.   

The risks of wearing the monitor are minimal. 
Mild skin irritation or bruising may happen. 
Rarely, an infection can develop where the 
sensor is placed. Redness or irritation from the 
tape is possible. 
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Contrast Agent 
 

A contrast agent or dye will be used with the 
imaging done in this study. This includes the 
(indicate which research-related 
imaging/procedure which will utilize a contrast 
agent, e.g. X-Rays, CT scans, or MRIs). This 
improves the quality of the pictures and makes it 
easier to view the parts of the body. The contrast 
will be given by (specify: by mouth or IV). 

While generally safe, reactions to contrast 
may occur. These may include nausea, 
vomiting, rash, or itching. In rare cases, 
people may have trouble breathing or an 
irregular heartbeat.    
 
For studies using gadolinium in MRI: 
The contrast used for scans, called 
gadolinium, in this study may build up in the 
brain of people having many scans. It is 
currently not known if this is harmful. People 
with kidney disease may not clear all of the 
contrast from the body. They are at higher risk 
of developing another condition that causes 
skin thickening. This could affect movement 
of the joints or lead to damage of other body 
organs. The study staff and/or the Medical 
Imaging Department staff are available to talk 
about these risks and answer any questions 
that you may have.   

Dual energy X-ray 
absorptiometry (DEXA) Scan  
 

A DEXA scan is a type of X-ray that measures 
bone density or thickness. While lying flat, a 
scanning arm will be pass over the part of the 
body being checked. A DEXA scan usually 
takes around 15 minutes.  

Excess exposure to radiation can increase the 
risk of cancer. The amount of radiation one 
gets from this test is the same as one would 
get in natural surroundings in less than a day. 
It is unlikely there would be any ill effects at 
this level. 

DNA DNA is short for deoxyribonucleic acid. A gene 
is made up of DNA. DNA contains the 
information that is passed on from parents to 
children and determines traits such as eye color, 
height or disease risk.  
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Drug Interactions 
 

Tell the study team about all medicines and 
supplements taken. This includes any 
prescriptions, drugs bought in the store (such as 
cold medicine), herbs, and vitamins. Some 
medications may cause unwanted effects when 
combined with the study drug.  Insert 
information on any counter indicated or 
prohibited medications here. 

The study staff will review this at each visit. 
Please check with the study doctor before 
starting anything new during the study.   
 

Drug Testing 
 

A sample of urine (pee) or blood will be 
collected to test for (specify type of drug testing 
to be done and why). 

It must be clear here with whom results of a 
drug test will be shared and if this puts the 
participant at risk of loss of reputation, 
insurability, and criminal liability.  
 
If minors 12 years and older will be tested, 
insert the following verbatim:  
The results of the drug testing will be 
confidential. The results will be given only to 
your child unless your child is in immediate 
harm. Your child will be asked if they wish for 
the test results to be shared with a parent or 
guardian. If your child tests positive for an 
illegal drug, the doctor will provide 
information on where your child can seek care 
and more information about the results.   
 
Insert in the Adolescent Assent form verbatim: 
The study doctor will tell you the results of the 
drug testing done in this study. Your parents 
or guardian will not be told unless you say it is 
okay to tell them. If the test is positive for 
drugs, the study doctor will help you get 
treatment.  
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Echocardiogram (Echo)  
 

An echocardiogram (echo) is a test that uses 
sound waves to create pictures of your child’s 
heart. The technician will place a small amount 
of gel on the chest. A wand (microphone) is then 
moved around to capture the sound waves. This 
test takes about 30 to 45 minutes and does not 
hurt.   

The gel used during this test may feel cool and 
moist against the skin and could cause a mild 
rash.    
 

Electrocardiogram (ECG) 
 

An electrocardiogram (ECG) is a test to study 
the heart. Small, sticky pads will be placed on 
the chest, arms, and legs and connected by wires 
to a machine that records the heart rhythm. This 
test only takes a few minutes.   

The pads from the ECG may cause some 
redness or irritation to the skin.    
 

Electroencephalogram (EEG) 
 

An electroencephalogram (EEG) is a test to 
measure brain activity. Gel and electrodes 
(small, sticky pads) are placed on the scalp. 
These are connected by wires to a machine that 
records the brain activity. You/your child will be 
asked to do certain things during the test such as 
closing the eyes or taking a deep breath. This 
test usually takes 30 to 60 minutes to complete. 
 
Note: suggest adding a diagram or picture. 

It can be uncomfortable to be connected to the 
machine for this test. There may be some 
irritation or itching from the gel or electrodes. 
It can be difficult to wash the gel out of the 
hair after the test.  
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Electronic/Technology 
Platform 

This study uses the electronic platform (insert 
name of electronic platform here).  This will be 
used to (insert study procedures and/or visits 
that will be conducted over or using the 
electronic platform). 

There may be some risks to the information 
you/your child provide(s) when using this 
electronic platform. These third-party 
applications may have access to your/your 
child’s personal information as necessary for 
their services.   We will do our best to ensure 
the confidentiality of the data, and to protect 
your/your child’s privacy, by (indicate 
measures here, for example: separating 
your/your child’s personal information 
(information that can directly identify 
you/your child, such as your name or phone 
number from research data). 

Endoscopy/Upper/ GI Biopsy 
 

During an esophagogastroduodenoscopy (EGD) 
the doctor looks at upper part of the digestive 
tract. You/your child cannot eat or drink before 
the procedure. A medicine is given through an 
IV (a tube in the vein) to make you/your child 
sleep. A tube with a light and camera at the end 
is passed through the mouth into the stomach 
and intestines. Small samples of tissues will be 
collected through the tube and tested for (specify 
reason for biopsy:  e.g., signs of cancer, certain 
infections, or other problems). The doctor will 
explain this in detail and will have you sign a 
separate consent form for this procedure. 

The risks associated with EGD are rare and 
include bleeding, hole, tear, or infection.  
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Endoscopy/Lower 
(Colonoscopy)/ GI Biopsy 
 

During a colonoscopy, the doctor looks at lower 
part of the digestive tract. There is special 
preparation for this procedure. The care team 
will explain this to you in detail and have you 
sign a separate consent. You/your child cannot 
eat or drink before the procedure. A medicine is 
given through an IV (a tube in the vein) to make 
you/your child sleep. A tube with a light and 
camera at the end is passed through the anus 
into the large intestine. Small samples of tissues 
can be collected through the tube and tested for 
(specify reason for biopsy: e.g., signs of cancer, 
certain infections, or other problems).  

The risks of this procedure may include 
bleeding, hole, tear, or infection.  
 

Esophagogastroduodenoscopy 
(EGD)  

See Endoscopy/Upper 
 

 

Eye Exam 
 

A doctor will examine the eyes and test vision. 
Eye drops may be needed to make the pupils 
larger.     
 
If applicable: The doctor may need to use bright 
lights and tools to look at the inside of the eye 
and take measurements and photographs. 
Although not painful, they could make you/your 
child uncomfortable. It may be easier and safer 
to do these while you/your child is asleep. If this 
is the case, you/your child will be given 
medicine to make them sleep during the test. 
The doctor will explain this and have you sign a 
separate consent.  

If applicable:  The eye drops may cause eyes 
to be more sensitive to light and vision to be 
blurry for a short time. Sunglasses are helpful 
and may be provided.    
 
(If applicable for exams with sedation)  
After the exam, you/your child will be taken to 
the recovery room and watched until awake 
and stable. You/your child should not have any 
pain, but may be fussy, tired or disoriented. 
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Fasting 
 

You/your child will be asked to not eat or drink 
(Insert required time of fasting) prior to (Insert 
type of procedure).  If applicable: You/your 
child may drink water (explain time allowed).  
Ask the doctor if usual medications can be taken 
during this time. 

For most people, there is no risk to fasting. 
However, some may have dehydration, 
tiredness or light-headedness. Talk to 
your/your child’s doctor first if you/your child 
has health problems such as diabetes or other 
blood sugar problems.  

Fingerstick Blood Sample 
 

A fingerstick uses a small needle to prick a 
finger and collect a small amount of blood. 

You/your child may have minor soreness on 
the fingertip. Rarely, the site can become 
infected.  

Focus Group 
 

You/your child will take part in a group 
discussion to share ideas and feelings about 
(provide topic). 

The main risk of taking part in focus group is 
feeling upset from sharing personal 
information or feelings. You/your child can 
choose not to answer a question if 
uncomfortable.   

Genes 
 

Genes are sections of DNA that contain the 
instructions for how our bodies grow and work.  

 

Gene Transfer 
 

The purpose of this research is to see if gene 
therapy is safe and effective in treating people 
with (identify condition). Genes contain your 
DNA.  DNA is the code or instructions for how 
the body grows, develops and works. Genes that 
don't work properly can cause disease. Gene 
transfer is an experimental treatment that 
replaces the gene that is not working with a new 
gene in order to cure, fight or prevent disease. 
The gene is delivered using a vector, or carrier. 
Most vectors are altered viruses that infect the 
cell to deliver the new gene. These are thought 
to be harmless and unable to survive and grow 
inside the body. 

Gene therapy is still being studied and may 
have serious risks.  

• The immune system may see the newly 
introduced viruses as intruders and 
attack them. This can lead to 
inflammation or organ failure.   

• The altered viruses may target and 
damage the wrong cells. This can lead 
to other illnesses or diseases, such as 
cancer.   

• Once inside the body the viral vector 
could cause infection. 

• The new genes could get into the 
wrong spot in your DNA and form a 
tumor.   
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General Anesthesia (GA) 
 

General anesthesia is needed for (insert name of 
procedure) required as a part of this study. This 
means that you/your child will be given a 
medicine to make you/your child sleep and 
unable to feel any pain. The medicine is 
typically breathed in through a mask or tube or 
given through an IV. The anesthesiologist, the 
doctor that will give the medicine, will explain 
this in detail and have you sign a separate 
consent.  

You/Your child may have nausea and 
vomiting, sore throat, confusion, muscle 
aches, itching, and chills. The doctor will 
review these and other risks with you before 
surgery.   

Genetic Screening 
 

Genetic screening is the test and review of all the 
genes in a person’s cell. Genetic screening may 
predict if a person has a risk for a disease or will 
pass a trait on to children. 
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Genetic Testing 
 

Blood, saliva or a cheek swab will be collected 
to look at your/your child’s genes.  Genes 
contain DNA. DNA is the code or instructions 
that is inherited from parents and passed down 
to children. Genetic tests may be used for many 
purposes.  For this study, genetic testing will be 
done to: (Choose those applicable: to diagnose 
disease (specify), to see the likelihood of 
developing a disease, to identify gene that could 
be passed on to children, or to help doctors 
choose the best treatments for you/your child).    
 
Insert if applicable: In this study, only certain 
genes will be tested. The study doctor will not be 
told of all gene variants that cause disease. You 
should not assume that if you are not contacted, 
that you do not have any gene variants that might 
be related to a disease. 

The following paragraphs are required verbatim: 
Genetic information is like a fingerprint and it is 
unique for each person. Many of the risks linked 
with genetic testing include the loss of 
confidentiality and privacy. There is a risk that 
someone could trace the genetic data back to 
you/your child. This could happen even if the 
genetic data is stored without your/your child’s 
name or other information that can identify 
you/your child. This risk may increase in the 
future as people come up with new ways of tracing 
information. 
 
Many people are worried that the results of genetic 
testing might be held against them. There are 
federal and state laws to protect people. The 
federal law is the Genetic Information 
Nondiscrimination Act (GINA). The state law is 
the Genetic Information Privacy Act (GIPA).  
GINA and GIPA generally make it unlawful for 
health insurance companies, group health plans, 
and employers to discriminate based on genetic 
information. This law does not protect against 
discrimination by companies that sell life, 
disability, or long-term care insurance. Ask the 
study doctor for more information on these laws. 
 
In addition to the Genetic testing language 
provided in the templates, the following can 
be used:  
 
Insert if genetic testing results are shared with 
the participant/family: 
Genetic test results can be hard to understand. 
Our understanding of genetics is changing 
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quickly. In many cases, we will not know for 
sure what the results mean for your/your child’s 
future health. Sometimes, even if you learn of 
a clear diagnosis, there will be no clear 
treatment. Sometimes the meaning of the 
results will be uncertain.  
 
There may also be risks from returning genetic 
testing results. The results of the tests could 
keep you/your child from getting access to 
insurance, education, or employment. There is 
also an emotional risk. The results may make 
you feel angry, depressed, anxious, or guilty. 
There is a chance that you, or someone in your 
family, may learn new or unwanted 
information.  For example, it could reveal that 
you/your child may be at risk for a disease later 
in life. There are limits to what the genetic 
testing may tell about you/your child. The study 
doctor will talk with you/your child about the 
results. If needed, the study doctor will refer 
you/your child to a genetic counselor or another 
doctor. Any results we return to you will first 
be verified in a clinical lab. 
 
Insert if only aggregate results will be 
returned: At the end of the study, we will send 
you a summary of all of the research results. 
We will not send you your individual results 
from this study. 
 
Insert if only incidental genetic findings will be 
returned: 
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It is possible that we will learn that you/your 
child has/ have a gene variant that is unrelated 
to the purpose of this study. If this information 
is of urgent medical importance, we will share 
this information with you. The study doctor 
will talk about the results with you. Special 
counselors can help explain the results. 
 
If results will not be returned, insert: 
The study doctor will not give you/your child 
any genetic testing results from the study. If we 
find something of urgent medical importance, 
we will tell you. It is expected that this will 
happen very rarely. 
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Genome 
 

A person’s genome is the complete set of genes 
in a cell. Each genome holds the information that 
cells need to build and maintain the body.   
 

 

Genome Wide Association 
Studies (GWAS) 
 

Genome-wide Association Studies (GWAS) 
compare tiny parts of DNA, called SNPs, in 
people both with and without a certain disease. 
Researchers can use these studies to learn more 
about the risk of getting a disease. 

 

Gastrointestinal (GI) Biopsies See Endoscopy, Upper or Lower  



 
 

Version 4/5/2023 

HIV Testing 
 

You/your child’s blood sample will be sent to 
the lab to test for the human immunodeficiency 
virus (HIV). HIV is the virus that causes 
acquired immunodeficiency syndrome (AIDS).   

For testing in adults (18 years and up): 
Being tested for HIV may cause concern. A 
positive test means that you may have been 
infected with the HIV virus. If you test 
positive, we will refer you to someone who 
can explain what this means for you and your 
future. They will discuss your medical care, 
personal relationships, and lifestyle choices. If 
your test is negative, there is still the 
possibility that the test could be wrong.  Ask 
your doctor if the test should be repeated.  
You can talk with your doctor or call the 
Illinois Department of Public Health hotline at 
1-800-243-2437 for more information. 
Positive results will be reported to the Illinois 
Department of Public Health. This report will 
not contain your name or other information 
that can identify you. 
 
If minors 12 years and older will be tested, 
insert the following verbatim:  
Being tested for HIV may cause concern. A 
positive test means that your child may have 
been infected with the HIV virus. The results 
of the HIV testing will be confidential. The 
results will be given only to your child. Your 
child will be asked to share the test results 
with a parent or guardian. If your child tests 
positive for HIV, the doctor will provide 
information on where your child can seek care 
and more information about the results.   
 



 
 

Version 4/5/2023 

Insert in the Adolescent Assent form, insert the 
following verbatim: 
The HIV testing may make you feel upset and 
scared. The study doctor will tell you the 
results of the HIV testing done in this study. 
Your parents or guardian will not be told 
unless you say it is okay to tell them. The 
study doctor will tell your parent or guardian 
the results of the testing if it is needed to keep 
you safe. If the test is positive for HIV, the 
study doctor will help you get treatment.  
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Incidental Findings 
 

It is possible that from the tests done in this 
study, the study doctor may learn something 
unexpected. This may be something that was not 
known before about a disease status or risk.  

 

Intravenous (IV) Catheter 
 

An intravenous catheter (IV) is a thin tube put 
into a vein in the (Specify where: arm).   
 
 

Placing an IV may cause some pain, bleeding, 
bruising, and rarely infection. (Describe 
measures taken, if any, to minimize pain:  e.g., 
The nurse will put a numbing cream on the 
skin before the blood draw to decrease the 
pain.)  

Intravenous Glucose 
Tolerance Test (IVGTT) 
 

You/your child will be given sugar is given 
directly into the blood stream through an IV. 
The study team will draw blood from the IV 
before and after to measure blood sugar levels.   
(Specify frequency and timing of blood draws) 

Some may feel nausea or flushed (skin 
becomes red or feels warm) when they have 
the test. 

Liver Biopsy 
 

 (Indicate the type of anesthesia:  local, 
conscious sedation or general anesthesia or 
indicate the biopsy will be collected while the 
patient is already sedated for another 
procedure.)   In the operating room, a small 
needle will be put through the belly into the 
liver. The needle will take a sample of tissue 
from the liver.  

The most common risks of a liver biopsy are 
pain, bruising and bleeding. Infection may 
also happen.  In rare instances, the needle may 
poke another organ, such as the gallbladder or 
a lung. If needed, pain medication will be 
given. Severe bleeding may require 
hospitalization or surgery.  
 

Lumbar Puncture  
 

A lumbar puncture is sometimes called a spinal 
tap. The doctor places a needle into the lower 
back in the space between the vertebrae (spinal 
cord). The needle collects a sample of the 
cerebrospinal fluid (CSF) that surrounds the 
spinal cord and brain.  
 

Some people experience a headache after 
having a lumbar puncture. Lying down for a 
few hours may help. Other risks are tenderness 
or pain in the lower back and bleeding near 
the puncture site. You/your child may have 
some pain and numbness that shoots down the 
legs. In rare cases, people have increased brain 
pressure in the skull.  
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Magnetoencephalogram 
(MEG) 
 

A MEG scan measures small magnetic fields 
produced in the brain. This scan pinpoints 
problem areas, such as the source of seizures.        
 
You/your child should arrive sleepy as readings 
may be taken when awake, drowsy and asleep.  
Do not wear any metal, such as jewelry or 
clothing with zippers or snaps. Let us know if 
you/your child wears braces or has any implants.   
 
The staff places sticky pads, called electrodes, 
on you/your child’s head. While laying on a bed, 
your/your child’s head will be moved into a 
special helmet. During the scan, you/your 
child’s head must be kept still. The staff will 
help keep it in place with pads. The scanner 
does not make any noise. You/your child may be 
asked to move parts of the body or to feel, listen, 
look at or read to create brain activity. The MEG 
scan will take between 1 and 2 1/2 hours. The 
staff can see, hear and talk with you/your child 
throughout the scan.   

The MEG scan is painless. Some people do 
not like laying still for that long. The study 
staff will make every effort to make you/your 
child feel comfortable.  
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Magnetic Resonance Imaging 
(MRI) 
 

MRI uses high powered magnets to make 
pictures of the inside of the body. Do not wear 
any metal, such as jewelry or clothing with 
zippers or snaps. Let us know if you/your child 
wears braces or has any implants.   
 
While laying on a table, you/your child will be 
moved into the scanner which looks like a 
tunnel.  The scan may take up to an hour. The 
scanners is very noisy and the staff may provide 
earplugs or headphones. The staff can see, hear 
and talk with you/your child throughout the 
scan.   
 

• If applicable include: In order to limit 
movements and get a good picture, your 
child may be given general anesthesia or 
sedation. 

• If applicable, include information on the 
contrast agent (see above). 

For some people laying still inside the scanner 
can bring out a fear of closed spaces. The loud 
banging noises of the machine can be 
disturbing.   
 
The MRI magnet is always on and attracts 
certain metal objects. Any metal objects on or 
inside of your body may heat up, move, and/or 
not function properly within the scanning 
room. Metal objects in the room can fly 
through the air toward the magnet and hit 
those nearby. There are many safety measures 
in place to reduce these risks. The staff will 
screen all persons and materials entering the 
scanning room for metal. When the study 
begins, the door to the room will be closed to 
minimize the risk of someone accidentally 
bringing a metal object into the scanner room. 
 

Motor Function Testing 
 

Motor function testing evaluates gross and fine 
motor skills and coordination. Gross motor 
skills are the bigger movements that use the 
large muscles in the arms, legs, torso, and feet.  
Fine motor skills are small movements that use 
the small muscles of the fingers, toes, wrists, 
lips, and tongue.  You/your child will be asked 
to complete a variety of movements and 
activities. 
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Muscle Biopsy 
 

A muscle biopsy tests to see if there is an 
infection or disease in the muscles. A numbing 
medicine applied to the area will lessen the pain. 
Once numb, a special needle is put through the 
skin into the muscle. A sample of tissue is 
collected and sent to the lab for testing.     

Some pain may happen at the site where the 
needle is inserted. There is a small risk of 
bleeding and infection.  
 

Neurological Exam 
 

A neurological exam focuses on the nervous 
system. The nervous system is made up of the 
brain, spinal cord and nerves. The doctor will 
ask a series of questions. Movements, reflexes 
and responses are then evaluated. 

 

Neurocognitive Testing 
 

Neurocognitive testing is a way to evaluate 
function in daily life. The test includes a review 
of memory, attention, problem solving, and 
language.  You/your child may be asked to 
answer questions, read, write or draw. These test 
will help the doctor understand strengths and 
weaknesses. The doctor will provide a referral 
for any follow-up care needed. 
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NIH, Sharing Data 
 

The National Institute of Health (NIH) has 
created special banks to save and share data 
from genetic studies. The researchers for this 
study want to share this genetic data with the 
NIH bank called insert repository name here – 
e.g. dbGAP.  This sharing is optional. You/Your 
child can still take part in the study even if you 
do not agree to share this genetic data. 
Researchers will use this data to learn more 
about how genes can find, prevent, and treat 
health problems for future patients. 
 
The NIH will share this genetic data with other 
researchers. The NIH will share this data as 
“controlled access” or “unrestricted access”. 
Controlled access means that researchers must 
get approval from the NIH to use the data for a 
certain project. Unrestricted access means that 
this data will be public for anyone to use. It is 
your choice on how this genetic data can be 
used in future studies. 
 
You can take back your permission to share this 
genetic data at any time. Contact the study 
doctor if you want this genetic data to be taken 
out of the NIH bank. The NIH may not be able 
to take the data back if this genetic data has been 
shared with researchers. 
 

There are risks to sharing this genetic data. 
There is a very small chance that someone 
could find out that the data or sample came 
from you/your child. This may lead to you/your 
child denied types of insurance or a job in the 
future. It may also cause stress or make you and 
you/your child feel sad or embarrassed.  
 
The researchers will take steps to lower this risk 
and keep the genetic data safe. The shared data 
will not have you/your child’s name or other 
information that can link the data to you/your 
child. Researchers who get the data must 
promise to protect the data. Researchers must 
promise to only use it for the purpose approved 
by the NIH. They must also promise not to try 
to link the data back to you/your child.  
 
If a Certificate of Confidentiality (COC) has 
been obtained, the following paragraph is 
required verbatim: 
The study is covered by a Certificate of 
Confidentiality from the U.S. government.  It 
adds special protections for your/your child’s 
information.  This document says that the 
study doctor cannot be forced to identify 
you/your child even if this is asked for by a 
court order.  If you/your child need/needs 
medical help, or if you/your child could harm 
yourself/themselves or others, your/your 
child’s information may be shared.  The study 
doctor may also share your/your child’s 
information if it is required by law. For 
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example, study doctors must follow the laws 
about reporting suspected child abuse and 
infectious diseases. The government may also 
see your/your child’s information if there is an 
audit of this study. You can still ask the study 
doctor to share your/your child’s information, 
if needed.   
This document does not stop you from 
choosing to share your/your child’s 
information. If you want your/your child’s 
information shared with an insurer, medical 
care provider, or any other person not part of 
this research, you must give consent to the 
study doctor to share it. 

 
Please initial next to your choice below:  
 YES – I agree to allow to share my/my child’s genetic data with the NIH for 

controlled/unrestricted access. (Only include the type of access (controlled or 
unrestricted) consistent with your data sharing plan)  Initials 

  
 

YES – I agree to allow to share my/my child’s genetic data with the NIH for 
unrestricted access.  Initials 

 
 

NO – I do not agree to allow to share my/my child’s genetic data with a NIH 
central data bank.   Initials 
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Oral Glucose Tolerance 
Testing (OGTT) 
 

An oral glucose tolerance test measures how 
well the body absorbs sugar. You/your child will 
be asked not to eat or drink for (describe how 
long) the test.  You/your child will be given a 
sugary liquid to drink. Blood will be drawn 
before and (describe time, number and 
frequency) after from (describe method – see 
Blood draw or Fingerstick) to measure blood 
sugar and/or insulin levels.   

Some may feel a little sick to their stomachs 
from the sugary drink.  Some people may have 
signs of low blood sugar afterward. These 
include shakiness, sweating and 
lightheadedness. 
 

Phase I Study 
 

The main purpose of this study is to find out 
more about the side effects (problems and 
reactions) of the study drug, (drug name).  The 
other purpose is to find what doses are safe for 
people to take. This study is not intended to help 
you/your child. We hope the information from 
this study will help us develop a better treatment 
for (condition) in the future. 

 

Phase II Study 
 

The main purpose of this study is to find out if 
the study drug, (drug name), is effective in 
treating (condition).  The other purpose is to 
learn more about the safety and side effects 
(problems and reactions). This study is may not 
help you/your child. This study is to learn 
information that will help us develop a better 
treatment for (condition) in the future. 

 

Phase III Study 
 

The main purpose of this study is to find out if 
(XYZ) is better than abc (standard diagnostic or 
therapeutic intervention) for children with (name 
condition). Studies in (adults, other diseases, 
etc.) have shown that (XYZ) has promise in 
treating (condition). 
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Pharmokinetic (PK) Blood 
Sampling 
 

Blood will be drawn to measure the amount of a 
drug in the body.  (Describe timing, number and 
frequency of draws; Describe method of draw – 
Blood draw, IV placement, etc.) 

(Insert the appropriate risks for the type of 
blood draw) 

Placebo  
 

A placebo does not have any active drug. They 
are made to look and taste the same as the study 
drug. Researchers use placebos to help them 
compare the effects of the study drug and the 
placebo on the people on the study. Using a 
placebo helps the researchers learn about the 
effectiveness of the study drug. 

 

Pluripotent (iPS) Stem Cell 
Lines 
 

Cells collected from (insert tissue type: e.g. 
cardiac, muscle, etc.) in this study will be used to 
create a type of cell known as a pluripotent stem 
cell. This type of cell can be used to create other 
types of cells and tissue. The researchers will use 
your cells to try to learn more about (Insert 
disease/condition and indicate if genetic testing 
will be done on these cells.) 

 

Photography 
 

Photos will to taken of you/your child for this 
study. (Clarify body part being photographed, 
whether or not it will include the child’s face, 
and purpose.) 

 (Insert as appropriate:  There are no risks to 
photography. – or- You/your child may be 
identified from the photo.  The study team will 
make every effort to ensure that your 
confidentiality is protected.) 

Physical Examination  
 

A doctor will examine you/your child. This 
exam may include an (Include as applicable and 
necessary:  evaluation of height, weight, general 
appearance, head, neck, skin, chest (heart, 
lungs), abdomen (tummy), muscles, bones, 
nervous system, etc.)  Insert as is applicable:  
Neurological exam, Vital signs, etc.) 
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Pregnancy Testing/Birth 
Control 
 

(Choose method:  Urine (pee) or Blood) will be 
collected for pregnancy testing. This testing will 
be done (Insert frequency/timing of the test(s)) 

The effects of the study drug on the 
reproductive system (e.g. sperm, eggs) or to an 
unborn baby are unknown. It is important that 
when in this study, your child does not 
become or make their partner pregnant. Those 
who are pregnant or nursing (breastfeeding) 
will not be allowed to take part in this study. 
Everyone in this study who is capable of 
becoming or making others pregnant must 
agree to use a reliable method of birth control 
or not have sex that could lead to pregnancy 
during the study. The study doctor/staff will 
talk about this with your child and provide 
information on the best methods of birth 
control, as applicable. 
 
Pregnancy testing may be required at some 
visits while your child is in this study. During 
the course of the study, if there is any chance 
your child [insert if applicable per the 
protocol] (or your child’s partner) may be 
pregnant (e.g. late or missed menstrual 
period), please contact the study doctor right 
away. If your child or your child’s partner 
becomes pregnant when taking part in this 
study, they may be asked to stop the study. 
However, follow-up visits to review the 
effects on your child and/or the baby may be 
needed. 
 
For all studies that conducting pregnancy 
testing on minors, insert the following 
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paragraph verbatim as it is consistent with 
Lurie Children’s policy: 
The study doctor will give your child the results 
of the pregnancy test in private. The doctor will 
give your child referrals for care and 
counseling if pregnant. We will not tell you the 
results of this test without your child's 
permission, unless there is a compelling reason 
to do so. If your child's life was at risk or if 
abuse was suspected, you or the relevant 
authorities would be informed.  We would 
discuss our concerns with your child first.  
 
For Adolescent Assent forms: 
ASSOCIATED RISKS 
We do not yet know how the study drug effects 
an unborn baby or the reproductive system (e.g. 
sperm, eggs). It is important that when in this 
study, you do not become pregnant or make 
your partner pregnant. Those who are pregnant 
or nursing (breastfeeding) will not be allowed 
to take part in this study. Everyone in this study 
who is capable of becoming or making others 
pregnant must agree to use a reliable and 
effective method of birth control or not have 
sex that could lead to pregnancy when in this 
study. The study doctor will talk with you about 
how to prevent pregnancy and can give you 
information on the right methods of birth 
control to use, if needed. Birth control may not 
protect against sexually transmitted infections. 
Remember to also talk to your doctor or 
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healthcare team about ways to prevent sexually 
transmitted infections.   
 
You may be tested for pregnancy before 
starting the study drug. When you are in this 
study, if there is any chance that you are 
pregnant or have a late or missed period, 
contact the study doctor right away. If your 
partner may be pregnant (e.g. late or missed 
period) while you are on the study, also contact 
the study doctor right away. Participants who 
become pregnant may be taken out of the study. 
The study doctor may ask you to come back to 
the clinic to check on you and the baby. 
 
For all research requiring pregnancy testing, 
insert the following required paragraphs, 
verbatim as it is consistent with Lurie 
Children’s policy: 
The study doctor or nurse will meet with you in 
private to tell you about your pregnancy test 
results. If this test is positive, they can help you 
find the right medical care. Your parents or 
guardian will not be given the results of a 
positive test without your permission. If there 
is an urgent risk to your health or if abuse was 
suspected, we may need to tell your parents or 
guardian, or other authorities. The study doctor 
will tell in private about any concerns before 
giving any information about the positive 
results. Even if the study doctor does not tell 
your parent or guardian, they may guess that 
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you are pregnant because you will not be able 
to take part in the study.   
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Pulmonary Function Testing 
(PFT) or Spirometry 

A pulmonary function test measures how your 
lungs are working.  This test involves breathing 
in and blowing out through a tube connected to a 
machine. (Indicate if testing will include 
administration of a bronchodilator, such as 
albuterol.) 

Some patients may have dizziness, shortness of 
breath, or coughing during this test. A 
medication will be given to help open up the 
airway if needed.  (If a bronchodilator is given 
as part of the testing, list side effects of 
bronchodilator.) 

Pulse Oximetry 
 

The study staff will place a sensor with an 
infrared light will on your/your child’s fingertip.  
It will measure the amount of oxygen in the 
blood. 

This is fast and painless. 
 

Questionnaires 
 

You/your child will be asked questions about 
(specify type: health, lifestyle, daily activities, 
etc.). The questionnaires will take about (nsert 
estimated time) to complete. (Specify 
where/when/frequency, etc.) 
 
 

If applicable:  If you/your child are 
uncomfortable with any questions, they may be 
skipped.   
 
If applicable, insert the following: If any of 
your answers cause concern, the study doctor 
will contact you. If needed the doctor will 
provide a referral for care.   

Randomization 
 

You/Your child will be randomly assigned to one 
of (insert # of groups) groups (or study 
treatments). This means that whichever treatment 
you/your child will get will be decided by chance, 
like (drawing names out of a hat (this works best 
to describe a study with multiple treatment arms) 
or flipping a coin (this works best for describing 
a 2-arm study with a 50/50 chance of assignment 
to either arm)). Include the chance/odds of being 
assigned to the study groups.  

 

RNA 
 

RNA is short for ribonucleic acid. RNA is made 
from DNA. RNA is used to make proteins, which 
form the building blocks of the cells and organs 
in the body.  
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Swab (Nose, throat, buccal) 
 

The study staff will use a swab (like a Q-tip) to 
rub the inside of your/your child’s (Specify site:  
nose, cheek, throat, etc.) to collect a sample of 
cells.  (Describe the testing to be done – for 
example, genetic testing.) 

 

Skin Biopsy 
 

A sample of skin will be collected. (Describe 
method of collection: A shave biopsy uses a 
razor to take a thin slice off the top of the skin.- 
OR - A punch biopsy uses a pencil like razor to 
collect a small circle of tissue. (If applicable:  
Describe with what and how the area will be 
numbed).  
The sample will be sent the lab and examined.  

Some pain, bleeding or bruising may happen at 
the spot where the skin is taken. It may also 
leave a tiny scar. Rare side effects include 
possible infection. 
 

Skin Testing for Allergies 
 

Allergies are a reaction by the body’s immune 
system to something that is not usually harmful. 
These are called allergens. Common allergens 
include pollen, dust mites, animal dander, and 
certain foods. The study staff will mix allergens 
with a liquid.  A drop of each mixture is placed 
on the skin (indicate where:  i.e., on the arm).   
The skin is marked to show where each drop 
was placed. Then the study staff will gently 
prick the skin beneath each drop with a small 
needle. This allows a tiny amount of the allergen 
to get under the skin.  You/your child will be 
watched (indicate how long the participant will 
be watched, i.e., for 30-60 minutes) to see if 
there is any reaction (such as itchiness, redness, 
or swelling).    

There may be mild pain from the skin prick.  
 
If you/your child react to any of the allergens, a 
bump on the skin called a wheal may develop. 
The wheal might be red, itchy or swollen. This 
usually goes away in about an hour, but may 
last for up to 48 hours.  The study doctor may 
give you/your child an oral medicine or skin 
cream to help stop the reaction and itching.  
 
Skin testing may bring on an asthma attack: 
shortness of breath, chest tightness, or 
coughing.  While very rare, a potentially life-
threatening reaction may occur. This is called 
anaphylactic shock. It can stop your breathing 
or heartbeat. A study doctor will be available to 
treat any reactions, if one should occur. 
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Sweat Test 
 

A sweat test will be done. The study staff will 
place two sticky gel pads on the arm using 
Velcro.  The pads are connected to a small 
machine that passes a low electrical charge 
between them. This makes the arm sweat. After 
about five minutes, the staff will remove the gel 
pads and wipe the arm.  A small plastic disc that 
collects sweat will be put on the arm and removed 
after 30 minutes. (If applicable, indicate the 
process will be repeated on the other arm.) 

Your/your child’s skin may feel warm and 
tingly while the patches are in place. In rare 
cases, blister-like welts may form, but will 
usually disappear within 3 hours.  
 
 

 

Urine Collection/Stool Sample 
 

A sample of your pee/poop will be collected for 
testing.  (Insert details of collection 
technique/containers (e.g., You will be provided 
with a kit and instructions on how to collect this 
at home) and/or testing (e.g., Insert info on 
pregnancy testing) if appropriate or necessary.)   

Some patients may experience embarrassment. 
Remember to wash your hands well to avoid 
spreading germs.       
 

Ultrasound 
 

An ultrasound uses sound waves to create 
pictures of your/your child’s (specify body part). 
The technician will place a small amount of gel 
on the skin. A wand (microphone) is then 
moved around the surface of the skin to capture 
the sound waves and view the (specify body 
part) from different angles. This test takes about 
(indicate time) and does not hurt.   

This test is very safe. The gel used during the 
test may feel cool and moist against the skin 
and could cause a mild rash.    
 

Vital Signs 
 

The study staff will measure your temperature, 
breathing rate, heart rate, and blood pressure. 
(Add information on frequency, timing, etc.) 
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X-Ray 
 

An X-Ray or picture of your/your child’s 
(Specify body part) will be taken. 

Excess exposure to radiation can increase the 
risk of cancer.  However, the amount of 
radiation one gets from this test is the very 
small and is the same as one would get in 
natural surroundings (Specify time from 
radiation safety committee recommendations).  
If applicable, add: It is unlikely there would 
be any ill effects at this level. 
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