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2. Introduction
This document lists the requirements for the CTRP-to-Cancer.gov data feed. The feed contains an export of CTRP trials for PDQ tofaciliate search and retrieval on the NCI Web site – www.cancer.gov. This feed must be in place when PDQ transitions all protocol abstraction activities to the CTRO. The feed is critical for cancer.gov to continue to provide the public with accurate and up-to-date information on available cancer clinical trials.

3. Summary of Capability

The CTRP system must be able to produce an export of clinical trials that meet a specific criteria at regular intervals. The export must be available to the PDQ system for processing into cancer.gov. The system must keep a number of past exports available at all times. Data must be presented in xml format. The following sections contain additional details on this capability
4. Requirements
4.1 Trial Selection Criteria   
Exported trials must meet the following conditions:

1. The trial must be abstracted, i.e. [document_workflow_status].[status_code] = “ABSTRACTED”
2. The trial record was changed since the last export
3. For the first release, the system will export only Cooperative Groups Trials. Those are trials that have a lead organization as one of the cooperative groups listed in the table below:

	Cooperative Group Name
	CTEP ORG_ID
	PO ORG-ID

	American College of Surgeons Oncology Trials Group
	ACOSOG
	23977

	Cancer and Leukemia Group B
	CALGB
	56231

	Cancer and Leukemia Group B (CALGB) Research Base
	RSB016
	214184

	Eastern Cooperative Oncology Group
	ECOG
	68593

	Eastern Cooperative Oncology Group (ECOG) Research Base
	RSB004
	213880

	Gynecologic Oncology Group
	GOG
	88642

	Gynecologic Oncology Group (GOG) Research Base
	RSB006
	213941

	National Cancer Institute of Canada Clinical Trials Group
	NCIC
	154526

	North Central Cancer Treatment Group
	NCCTG
	154345

	North Central Cancer Treatment Group (NCCTG) Research Base
	RSB010
	214002

	National Surgical Adjuvant Breast and Bowel Project
	NSABP
	168015

	National Surgical Adjuvant Breast and Bowel Project (NSABP) Research Base
	RSB015
	214153

	Radiation Therapy Oncology Group
	RTOG
	214245

	Radiation Therapy Oncology Group (RTOG) Research Base
	RSB012
	214062

	Southwest Oncology Group
	SWOG
	220068

	Southwest Oncology Group (SWOG) Research Base
	RSB013
	214092


4.2 Trial Data to be included

The following information must be included in the export for every trial that meets the selection criteria:
1. All data elements included in the xml file used to submit a trial to clinicaltrial.gov

2. All trial identifiers

3. For all persons and organizations provide the following information:

a. PO-ID
b. CTEP-ID (when available)
c. Full address

d. Phone number, and extension when available
e. Email address

4. For all coded values include the code and corresponding text

5. All trial owners
6. All data element on the PA module pages listed in the table below, except:

a. Elements already included in the ct.gov xml file

b. Elements listed in the “Trial Data to be Exclude” section below

	Administrative Data Pages


	Scientific Data Pages



	General Trial Details
	Trial Description

	NCI Specific Information
	Design Details

	Regulatory Information
	Outcome Measures

	Trial IND/IDE
	Eligibility Criteria

	Trial Status
	Disease/Condition

	Trial Funding
	Interventions

	Participating Sites, including Investigators and Contact information
	Sub-groups

	Collaborators
	

	
	


7. Use the ct.gov list of valid values for “status” 
4.3 Trial Data to be excluded
The following information does not need to be included in the export:

1. All IRB information

2. All trial related documents

3. Trial milestones
4. Trial on hold information

5. IND/IDE Number
6. IND/IDE Grantor

7. Trial Status History
4.4 Export Format

The export must be produced as follows:

1. All trial information must be presented in xml format

2. Information for a single trial must be placed in a single XML file. The file name must have the trial’s NCI number and date of export and the extension “xml”. Example: “NCI-2010-00946.xml”
3. All xml files for a single export must be placed in a compressed tar file named as follows: CTRP-TRIALS-[DATE]-T-[TIME]. Example: “CTRP-TRIALS-2010-10-25-T-14-22-21”. Use military time format for the time: examples: use “22:15:00” for “10:15:00 PM”. DATE and TIME are for when the export process was executed
4. The format of the xml file must be identical to the format produced by PDQ for the purpose of bringing CTRP trial data up to date for all CTEP and DCP trials.

a. This is an enhanced format of the xml file used to submit a trial to clinicaltrials.gov
b. For elements not in the ct.gov file, and not in the file produced by PDQ use the page label as the xml tag name for the element. For example:
<nci_specific_information>


<reporting_data_set_method>



Abbreviated


</reporting_data_set_method>

<summary_4_funding_category>


National

</summary_4_funding_category>

</nci_specific_information>


5. All date values must be full dates and presented in “YYYY-MM-DD” format
4.5 Other Requirements

1. The export must be done daily and after 6:00 pm Monday - Friday

2. Keep export files from the past 30 calendar days available to PDQ at all times 

3. There must be a process available to the CTRP technical support personnel to produce an export file on-demand

4. All data in an export file are as of the date/time the export process was executed. The export process will not provide data as of a past date
�Will the selection happen by PO-Org ID. That seems somewhat fragile. Is there any way we can specifiy this as coop group trials or trials that are updated by RSS. 







5

