CTRP Trial Registration Start Up Guide
The following steps are designed to guide you through the registration of a trial with NCI’s Clinical Trials Reporting Program.
Step 1
Decide whether your organization’s interventional trials need to be reported. (Definitions for interventional trials and other CTRP terms are available at ctrp.nci.nih.gov and within the CTRP Registration Application User Guide located at trials.nci.nih.gov/registration)
___ 
Are you one of five participating organizations taking part in CTRP’s initial phase beginning January 2009?  

· Dana-Farber/Harvard Cancer Center

· Mayo Clinic Cancer Center (Comment: I put them alphabetically)

· Robert H. Lurie Cancer Center, Northwestern Univ.

· St. Jude’s Children’s Research Hospital
· Wake Forest Comprehensive Cancer Center
If so, you can begin registering new interventional trials beginning January 5, 2009.  New trials include those with IRB approval and the ability to recruit patients as of January 1, 2009.  Beginning April 1, 2009 pilot sites will be requested to begin registration of existing trials and amendments. 
___ 
Is the trial already reported to NCI through it’s Cancer Therapy Evaluation Program (CTEP), the Cancer Clinical Research (CCR) or the Division of Cancer Prevention (DCP)?  
If so, the trial does not have to be registered through CTRP.  NCI will transfer data for this trial to CTRP.

____
Is the trial already registered with CTRP?
To find out, search the CTRP Registration application’s “Search All Trials” function. 
___
Are you an “Early Adopter” NCI-designated Cancer Center?  

Approved NCI CTRP “Early Adopters” are not scheduled to begin registering new interventional trials until April 1, 2009. 
___ 
Are you a NCI-designated Cancer Center that is not a CTRP “Pilot” or “Early Adopter” site?

You are not scheduled to begin registering new interventional trials until July 2009.  
____
Are you a grantee from a site other than a NCI-designated Cancer Center that is not a CTRP “Pilot” or “Early Adopter” site?

You are not scheduled to begin registering new interventional trials until October 2009.

Step 2
Checklist of What to Submit to CTRP
Before you begin to register your trial with CTRP, it will be helpful to gather the following information for each trial:

· Lead Organization Trial Identifier
· Trial Title, Type, Phase, Purpose (prevention, treatment, diagnostic)

· Lead Organization and Principal Investigator

· Sponsor / Responsible Party

· Summary 4 Information (Funding Category and Funding Sponsor)

· Status and Status Date (Study Start and Completion Date)
· NIH Grant Information (Funding Mechanism, Institute Code, Serial Number, NCI Division or Program Code)

· IND/IDE Information (Number, Grantor, Holder Type)

In addition, you will need to upload the following trial-related documents in support of your trial’s registration:
· Protocol Document

· Informed Consent (if not embedded within the protocol document)

· IRB Approval

· List of participating Sites for Multi-Center Studies (if not already described within the protocol document)

Step 3
Register Trials

You may view a CTRP Data Entry Demo / Online Tutorial and other supporting information on CTRP at ctrp.nci.nih.gov.  You may link to the CTRP Registration Application from this web site.
Access the CTRP Registration Application directly at trials.nci.nih.gov/registration.
During your trial registration, keep in mind that your screen will time out after 2 hours of inactivity (i.e., no interactions with the CTRP application) and you will not be able to save your data.

Setting Up Your Account 
User Account:  Click on “Create an Account”, enter your email address and create a password.  You will receive a response via email requesting that you click on the URL contained in the email to activate your account.

Account Profile:  Enter your information in the fields displayed on the screen to set up your account profile.


Log In: You will need to log in again after you have completed your account profile.  After logging in, you will be routed to a Search Screen.  
Entering Data
On the Search page, you will see two buttons:
Search My Trials:  This feature allows you to see the history of all trials that have been submitted to NCI through your user account.  
Search All Trials:  By clicking on this feature, you will be able to view select data on all registered trials within CTRP from all submitting organizations.   It is recommended that you use this feature first to check whether someone at your organization has already registered this trial. 

Submit a Trial:  Complete the data fields for each trial.  Be sure to use drop down menus (also termed ”Look Up”) for the various information fields.  Please provide accurate and complete information as missing or incorrect data will be highlighted and required prior to completing most pages. Portions of a trial may be saved for completion in a later session(s).  
· Uploading:  Trial-related documents are required in support of your trial’s registration to CTRP.  You will be prompted within the registration application to include the documents.  You will be able to “browse” your database and include your document’s location for uploading.  The documents include: 
· Protocol document

· Informed consent (if not embedded within the protocol document)

· IRB approval
· List of participating sites for multi-center studies (if not already described within the protocol document) 

Submitting:  Note that once you submit the trial to CTRP, you will not be able to make any further edits until it has been reviewed by NCI.  NCI’s CTRP will send an email message to the submitter’s supplied email address when the review is complete. 
Receiving Communication from CTRP
Status:  CTRP will provide an initial review of each trial that has been submitted and assign a status of “accepted” or “rejected”.  An email will be sent to the submitter’s email upon completion of the review regardless of status.  If it is “rejected” CTRP will include reason(s) for the trial’s rejection in the email (e.g., a duplicate submission, missing documents).

Abstraction:  Once the trial submission has been accepted by NCI, CTRP will “abstract” additional information from the protocol and other supporting documents supplied during the registration process.  CTRP will correspond with the registering sites if questions arise during this process.
Confirmation:  After the trial is fully abstracted, CTRP will send an email and Trial Summary Report to the person who registered the trial. This letter summarizes the trial data that have been abstracted by CTRP.  At this time CTRP will also supply a file that includes the abstracted data elements in a format that may be used to submit the trial to clinicaltrials.gov.  You will be asked to view the results of the abstraction to verify its accuracy.  We ask that you confirm the data elements in a response back to CTRP.  After 5 business days, CTRP will assume the Trial Summary Report is acceptable.  If you have questions, comments, or find inaccuracies in these data, please contact CTRP to address your concerns.    

Thank you for submitting your trial to the Clinical Trials Reporting Program (CTRP)!
If you have questions or comments regarding this document, or other CTRP topics, please contact NCICB Applications Support at:
· Email ncicb@pop.nci.nih.gov; 
· Web site:  http://ncicb.nci.nih.gov/NCICB/support  

· Toll-free 888-478-4423; phone 301-451-4384; 
· Live telephone support is available Monday to Friday, 8 a.m. to 8 p.m. Eastern Time, excluding federal holidays.  
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