
Crohn’s & Colitis Foundation of America

Pediatric Research Organization for Kids with Intestinal Inflammatory Disorders (PROKIIDS) 
Pediatric IBD Research Network Membership Application

In 2006, the foremost pediatric IBD basic and clinical researchers met with the medical leadership of the Crohn’s & Colitis Foundation of America (CCFA) to set out priorities in pediatric science and further pediatric IBD treatment and research. Through collaboration between the pediatric community and CCFA, the Pediatric Resource Organization for Kids with Inflammatory Intestinal Diseases (PROKIIDS) was developed. The focus of PROKIIDS is to move the pediatric IBD agenda forward while building worldwide awareness around the seriousness of the issues surrounding our most vulnerable patients. 
The Pediatric IBD Research Network, which falls under the PROKIIDS umbrella, is a collaboration of pediatric IBD centers (26 centers at present) that work together on research projects.  Currently, there is one active research project under the Network. This project focuses on developing a risk stratification model for children newly diagnosed with Crohn’s disease and has funding for 4 years.  The study is entitled, “Risk Stratification and Identification of Immunogenetic and Microbial Markers of Rapid Disease Progression in Children with Crohn’s Disease.” The overall goal of this study is to determine clinical parameters and biomarkers that predict progression of disease to complicated severe disease (i.e., a need for surgery) as a first step in elucidating these important questions. We will identify factors that mitigate or accelerate disease progression, and develop and validate a risk model for predicting complicated severe disease course using state of the art clinical, immune, genetic and microbiological risk markers in children with newly diagnosed Crohn's disease. This project will use uniform disease phenotype definitions and an integrated approach for the collection of clinical information, specimen gathering and banking, and storage of data.  Data to build a clinical prediction tool to the development of structuring/penetrating Crohn’s disease will be obtained in a prospective fashion by a large-scale, multi-center collaborative effort.  

The Pediatric IBD Research Network is now extending a request for applications for centers in North America that are interested in joining our network.  Eligibility is based on qualifications as detailed on the application form and final decisions will be made by the selection committee composed of members of the Pediatric Network and CCFA. 
Future plans:  The Pediatric IBD Research Network is being developed to accommodate multiple simultaneous research studies. These are likely to include studies that will require recruitment of newly diagnosed ulcerative colitis patients as well as additional Crohn’s disease patients.  

Please Note:  Due to the high interest in the Risk Stratification study and the more rapid than expected patient enrollment, there is no guarantee that all member institutions will be invited to participate in this particular study.  However, participation in future studies will be open to all members and member sites will be eligible to submit proposals for new studies, which can include the use of the data bank samples and information.  

General Eligibility Requirements:

· Able to recruit a minimum of 20 new cases of Crohn’s disease under the age of 16 per year for 2 years
· Able to collect and ship blood, stool, serum and biopsy tissues according to study protocol
· Recent participation in clinical trials and/or registries

· Access to institutional or centralized IRB

· Access to experienced research coordinator 

· Institutional financial officer familiar with research studies or grants officer
The Membership Committee of the Network reviews applications for membership and makes recommendations to the Oversight Committee for new members.  This committee also evaluates the performance of participating investigators and makes recommendations to the Oversight Committee regarding membership continuity.
Applications will be reviewed on the following criteria:

· Qualifications of the investigator(s)  

· Availability of essential infrastructure (research coordinator, IRB, etc)

· Ability to enroll the required number of patients and to collect required biospecimens
Submission deadlines:  None

Applications should be forwarded to:

Teresa Stilley
Manager, Research Projects
Department of Pediatrics Gastroenterology
Emory Children's Center
Emory University School of Medicine
2015 Uppergate Drive, Room 239
Atlanta, GA  30322
Tel: 404-727-1190
 tstille@emory.edu   
For more information please contact:

Saleena Marria

CCFA

386 Park Avenue South, 17th Floor

New York, NY 10016

Tel: 646-943-7484
smarria@ccfa.org
PEDIATRIC IBD RESEARCH NETWORK

MEMBERSHIP APPLICATION FORM
Primary Investigator Information:
Primary Investigator:





 ___    Degree(s): 



Institution:










______
Address:


































__________________
Phone Number:  



___
Fax Number:
________________________
Email Address:  









______
Research Coordinator: 



____    Years of Experience: 




Potential Co-Investigator(s) (if any):

1. Name: 




 _____ Research Coordinator:



Address: 






















____________
2. Name: 




______Research Coordinator:



Address: 






















____________
3. Name: 




______Research Coordinator:



Address: 






















____________
Institutional Review Board Information

Do you have an institutional IRB?                                           ( Yes        ( No

IRB Contact Name: 









______
Address:


































__________________
Phone Number:  



___
Fax Number:
________________________
Email address:   ________________________________________________________________
IRB Meets:  ( Weekly        ( Monthly        ( Bi-Monthly        ( Other: 




Patient Accrual Information:

On average, how many new pediatric cases a month do you diagnose with:

Crohn’s Disease



Ulcerative Colitis




Investigator Experience in Clinical Trials and/or Registries

List all clinical trials you have participated in the past 3 years (include active and closed trials) and the number of patients enrolled in these trials:  
























____________
























____________
























____________
























____________
List all clinical registries you have participated in the past 3 years (include active and closed registries) and the number of patients enrolled in these trials:  

























____________
























____________
























____________
























____________
Ownership of biospecimens and data
We have stringent policies and procedures on the ownership, transfer, and use of all bio-specimen material and anonymized data.  
Will you be willing to abide to the study guidelines that assign ownership of the 
biospecimens and data to the IBD Pediatric Network?   

( Yes        ( No, if no explain why:



















____________
Does your institution have an official or office dedicated to processing research contracts, MTAs and Financials?

( Yes        ( No, if no explain, who will handle these details:















____________
Official Contact Name(s) for contracts, financials, MTA: 
____






__________________________________________________________________
Address:


































__________________
Phone Number:  



___
Fax Number:
________________________

Email address:   ________________________________________________________________
Statement of benefits you will bring to the Pediatric IBD Research Network:

On a separate page, write a few paragraphs describing the benefits your membership will bring to the Pediatric Network. 

Please email your completed form to:

Teresa Stilley
Manager, Research Projects
Department of Pediatrics Gastroenterology
Emory Children's Center
Emory University School of Medicine
2015 Uppergate Drive, Room 239
Atlanta, GA  30322
Tel: 404-727-1190
 tstille@emory.edu   
For more information please contact:

Saleena Marria

CCFA

386 Park Avenue South, 17th Floor

New York, NY 10016

Tel: 646-943-7484
smarria@ccfa.org
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