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WHAT CENTERS IN NORTH AMERICA 

ARE PARTICIPATING IN PROTECT? 
Ann & Robert H. Lurie Children’s Hospital 

Children’s Hospital, Boston 

Children’s Hospital of Eastern Ontario 

Children’s Hospital of Philadelphia 

Children’s Hospital of Pittsburgh 

Cincinnati Children’s Hospital and Medical Center  

Cohen Children’s Medical Center of NY 

Connecticut Children’s Medical Center 

      Emory University  

Golisano Children’s Hospital 

Goryeb Children’s Hospital 

Hasbro Children’s Hospital 

Hospital for Sick Children, Toronto 

IWK Health Centre, Halifax 

Johns Hopkins Hospital 

Medical College of Wisconsin 

Morgan Stanley Children’s Hospital (NY) 

Mt. Sinai Hospital (NY) 

Nationwide Children’s Hospital 

Nemours Children’s Clinic 

Primary Children’s Hospital 

Riley Children’s Hospital 

UT Southwestern Medical Center  

University of Buffalo 

University of California, Los Angeles 

University of California, San Francisco 

University of Minnesota Medical Center 

University of North Carolina at Chapel Hill 

Vanderbilt Children’s Hospital 
 

WHO IS COORDINATING PROTECT? 

PROTECT is being coordinated by Connecticut 

Children’s Medical Center, Department of Pedi-

atric Gastroenterology and the Collaborative 

Studies Coordinating Center (CSCC) at the Uni-

versity of North Carolina. Together these centers 

provide the best experience in the world in over-

seeing the conduct of clinical studies. 

 

WHAT IF I HAVE QUESTIONS ABOUT  

PROTECT? 
Questions should be directed to the principal 

investigator or PROTECT research coordinator 

at each participating site. 
 

A CHILD AND PARENT’S  

GUIDE TO: 

  

  

  

  

  

 

Funded by  

The National Institutes of  

Health (NIH)  

 

www.protectstudy.com  

Ulcerative colitis is a con-

dition that is associated 

with inflammation in the 

lining of the large intestine 

or colon. Doctors do not 

know exactly what causes 

ulcerative colitis but think 

that it may result from an 

abnormal response be-

tween the immune system 

(white blood cells) in the 

lining of the colon and the 

bacteria that normally live 

there. They also think that 

changes in how a person’s body controls inflammation 

may play a role. 

Your doctor believes that you/your child may have 

ulcerative colitis. Because this is a disorder that re-

quires medication to improve, and when untreated can 

lead to serious illness, your doctor has recommended 

that you/your child undergo further testing, including a 

colonoscopy. A colonoscopy is a test in which a doctor 

uses a special tube (scope) to look at the lining of the 

colon while you/your child is sleeping. Besides look-

ing, the doctor can also take several tiny scrapings 

from the lining of the colon (biopsies) to look at under 

the microscope. Looking at these biopsies will usually 

give the doctor a good idea what is causing the inflam-

mation. Ten biopsies put together would be the same 

size as one piece of long grain rice. 

Sponsored by the National Institutes of Health (NIH) 

in Bethesda, Maryland, PROTECT is a project di-

rected by the leading pediatric IBD doctors in North 

America that hopes to improve the understanding of 

why children develop ulcerative colitis and why some 

children respond better than others to currently used 

medicines. You/your child is being invited to partici-

pate in this project. The parents of any child participat-

ing in PROTECT will need to sign an informed con-

sent form explaining the potential benefits and risks, 

and children 9 years of age and older will be asked to 

also sign a form indicating that they understand and 

agree (assent). 

WHAT IS PROTECT?  

WHAT IS ULCERATIVE COLITIS? 



 

 
 
While we hope that you/your child will respond 

favorably to these medicines we know that not eve-

ryone gets better despite this treatment. Should that 

be the case then your doctor will use whatever he/

she would normally  use when these first line stand-

ard medicines are not tolerated or don’t work. 
 

In the third phase your doctor will ask 

you/your child to complete a set of 

questions to better understand how 

your child is feeling emotional-

ly. Since children with illness 

may at times become anxious          

                       or depressed we are con cerned    

         that   these problems may either 

affect disease course or a child’s success in taking 

all their medications. We will also be asking for 

additional stool specimens to look for evidence of 

inflammation in the bowel. Lastly, a  couple of 

times in the first year when you/your child is hav-

ing routine lab testing we will ask for an additional 

3 teaspoons of blood to study your/your child’s 

immune system. 
 

 
 
 
 

WHY PARTICIPATE IN PROTECT? 
Research is the way doctors try to find improved 

ways to make diseases get better. It is hoped that 

PROTECT will one day allow doctors to better 

treat children with ulcerative colitis. However, it is 

not known if this study will improve  you/your 

child’s treatment. 

 

WHAT IF YOU/YOUR CHILD DOES NOT 

WANT TO PARTICIPATE IN PROTECT? 
You/your child will receive care provided by the 

doctor in his/her usual fashion. 
 

IF I START PARTICIPATING IN PRO-

TECT CAN I/MY CHILD STOP AT ANY 

TIME? 

   Yes. 

Depending on local practice each site will have 

the opportunity to provide a small token of ap-

preciation for participation in the study.  

You/your child will also receive the medication 

Pentasa free of charge during the first year of the 

study. Pentasa is a medicine made by Shire 

Pharmaceuticals that is known as a 5-ASA. It is 

a medicine that doctors commonly use to treat 

individuals with ulcerative colitis. It is used both 

to make the ulcerative colitis improve initially 

and then to keep it improved. 

 

A newsletter will be published twice yearly once 

PROTECT starts and will review progress in 

the study. This newsletter will be available on a 

publicly accessible website sponsored by the 

study. Children and their families from 29 major 

hospitals in North America will be participating 

in this study. The scientists participating in this 

study will work closely with the National Insti-

tutes of Health and the Crohn’s and Colitis 

Foundation of America (CCFA) to keep you/

your child and the general public aware of the 

new knowledge developed from this study. 

 

 

PROTECT has been approved by the institu-

tional review boards at each of the participating 

sites. The institutional review boards govern the 

conduct of research at each site to make sure 

that the study is scientifically sound and that the 

study is conducted safely and in accordance with 

all regulations. The study has been approved by 

the Food and Drug Administration (FDA) as 

well as Health Canada. The study is also part of 

the Pediatric Research Organization for Kids 

with Intestinal Inflammatory Disorders (PRO-

KIIDS) sponsored by the Crohn’s and Colitis 

Foundation of America (CCFA). 

Any child/teenager between the ages of 4 and 17 

years whose doctor believes he/she may have 

ulcerative colitis can participate if they meet 

certain criteria that the doctor/research coordina-

tor will review. 

 

There are three important parts or phases of 

PROTECT.   

 

The first phase happens at the time of the colon-

oscopy.  Your doctor will ask for 3 things:  

 

A stool specimen to be collected at home, 

put in a special container, kept cold on ice, 

and brought to the hospital on the day of 

the colonoscopy. This specimen will be 

collected before the clean-out or prepara-

tion for the colonoscopy.  

 

 When the intravenous line is placed to 

give anesthesia/sedation prior to the colon-

oscopy 3 teaspoons of blood will be col-

lected in special tubes.  

 

 At the time the doctor is doing routine 

biopsies to make a diagnosis of ulcerative 

colitis 4 extra biopsies will be taken from 

the lowest part of the colon (the rectum).   

 

 The second phase will take place if the doctor 

thinks you/your child has ulcerative colitis. This 

involves treating you/your child with currently 

available medications in what is called a 

“standard of care” fashion. This means that the 

medicines used will be those that are considered 

the most effective by a panel of leading pediatric 

ulcerative colitis doctors in the United States and 

Canada, and that the doses given are what these 

doctors would normally use. These medicines 

are generally the same as what your doctor 

would normally use as well. What is different in 

PROTECT is that all the children in North 

America who join this study will initially be 

treated the same way.  

 

 

WHO CAN PARTICIPATE IN PROTECT? 

 

 
WHAT DOES PROTECT MEAN FOR MY CHILD? 

 IS THERE COMPENSATION FOR PARTICIPATING 
IN PROTECT? 

 
HOW WILL I KNOW WHAT IS HAPPENING 

WITH PROTECT? 

 
WHO HAS APPROVED PROTECT? 


