To:	[Trial PI]
CC:	[Trial Statistician, Trial Data Manager, Magdalena Thurin, CIDC, CIMACs, FNIH if applicable]
From:	CIMAC-CIDC Network, NCI
Date:	[DATE]		
Re:		Clinical Data Request for [Protocol #] “[Protocol title]”

The CIMAC-CIDC Network requests transfer to CIDC of the clinical data from trial [Protocol #] marked as Delivery “A” in the attached Appendix A, as described in this letter and in detail in Appendix A, for use in correlative studies.  Please note there are two tabs in Appendix A, one for data elements standard to the CIMAC-CIDC project, and one for custom data elements.
[bookmark: OLE_LINK1][bookmark: _Hlk141973897]The preferred version of the clinical data is the data from the cleaned, locked dataset to be used in the primary publication for the trial – i.e., the clinical data to be used in the publication that reports the primary clinical outcomes from the trial, which could include secondary endpoints as well.  
Please compile, QC, and transfer de-identified clinical data for all patients in the trial, including those who were eligible but did not receive study treatment.  Please provide the data as separate data files, one for each data category, along with a single mapping file, as explained below. 
Please notify CIDC at NCICIDCClinicalData@mail.nih.gov when the data are ready to be posted so that CIDC can provide you with instructions on how to upload the data files.  Please also notify CIDC, cc’ing renos@emmes.com, if any elements marked as Delivery “A” in Appendix A (in either tab) will in fact not be included in the data submission.
1. [bookmark: _Hlk218088421]Data files: Please provide a separate data file for each Data Category listed below, as applicable – for example, one file for demographic data, one file for response data, etc.  
Data files should contain data for those data elements marked as Delivery “A” in 
Appendix A (in both tabs). 
Data categories: 
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· study
· participant
· demographic
· baseline_clinical_assessment
· medical_history
· comorbidity
· other_malignancy
· exposure
· disease
· response
· response_by_system
· specimen
· adverse_event
· treatment
· therapy_agent_dose
· radiotherapy_dose
· surgery
· additional_treatment
· prior_treatment
· consent_group
For hematologic trials:
· stem_cell_transplant
· gvhd_diagnosis_acute
· gvhd_organ_acute
· gvhd_diagnosis_chronic
· gvhd_organ_chronic

2. [bookmark: OLE_LINK4]Mapping table: For data elements with Data Type of “permissible values only” or requiring standard codes and terminologies (Uberon, ICD-O-3, ICD-10-CM, CTCAE, MedDRA) as indicated in Column G of Appendix A, if any values provided in your data files are different from the CIDC required values, please provide a single mapping table as a separate file to indicate how to map your trial values to CIDC values. 
This mapping table should contain the following columns, as shown in the example table below:
· Data Category
· Data Element 
· Trial Value
· CIDC Value 
Please refer to the file “Permissible Values.xlsx” for lists of CIDC-accepted permissible values and online resources for standard codes and terminologies. You only need to provide mapping for values that are different from CIDC required values. If, for a given data element, some values match and some do not, please just provide the mapping for those values that do not match.  This table should also include mapping of blank or missing data if applicable, as shown in the fourth row of the mapping file example below. 
If you are unable to find matching CIDC permissible values, please notify CIDC at NCICIDCClinicalData@mail.nih.gov so they can provide instructions on how to request a permissible value update. 
Mapping file example:
	Data Category
	Data Element
	Trial Value
	CIDC Value

	demographic
	race
	Not Reported
	Unknown

	disease
	morphological_code
	Adenocarcinoma
	8140/3

	disease
	morphological_term
	Limb, lower
	Hindlimb

	response
	cause_of_death
	 
	Unknown

	adverse_event
	severity_grade
	1
	Grade 1

	adverse_event
	severity_grade
	2
	Grade 2

	adverse_event
	severity_grade
	3
	Grade 3

	adverse_event
	severity_grade
	4
	Grade 4

	adverse_event
	severity_grade
	5
	Grade 5



Important points regarding the data files:
· Please provide the data files in .csv or .xlsx format.  .csv format is strongly preferred.
· Data must be de-identified, including IDs.  No PHI may be accepted by the CIMAC-CIDC.
· The Participant ID must be the same as the Participant ID used in the specimen manifests, to ensure the clinical data can be linked to the specimen data.  
· Please include the Participant ID in each row of all data files. 
· The Participant ID should be blinded, i.e., it should not be the operational ID actually used during the trial.
· As the column headers of the data tables, please use the Data Element names exactly as they are listed in the “Data Element” column in Appendix A. There should be only one column header located on the first row of each data table.
· Dates should not be provided.  All time-related events must be relative to a start date (i.e., the start date from which the time-related event was calculated).  
· We recommend using the date of registration (study enrollment) as the start date for most “time to” data elements, as defined in Appendix A.  
· Some “Days to…” elements may be negative, for example if the event occurred before the start date (for example, “days_since_original_diagnosis”).
· Data should be provided for each field if a data element is deemed “Required” by Appendix A or becomes “Conditionally required”.  For “Preferred” and “Optional” data elements, fields should be left blank if the data is missing. 

CIDC will QC the submitted data and may reach out to you with questions from their QC.

[bookmark: OLE_LINK3]If additional clinical data are later used in the correlative analysis, i.e., in addition to those provided, please notify CIDC at NCICIDCClinicalData@mail.nih.gov so they can also be uploaded.
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