
Instruction Manuals
Each instruction manual contains CDE field descriptions with format instructions, CDISC mapping information, as well as annotations for the CDASH and
/or SDTM mappings. 

Click on the link below to open document, then click on the download icon in the top right corner to access the PDF file.

Adverse Events
CTCAEv4
CTCAEv5

Concomitant Medication
Consent

Consent
Consent Withdrawal
Consent Withdrawal QoL
Consent Withdrawal Specimen

CT Image
CT Image Acquisition
CT Image Agent

Demography
Diagnosis

Diagnosis
Diagnosis Administrative
Diagnosis Intervention

Eligibility
End of Form
Enrollment
Equipment
Footer
Header
Image

Image Administration
Image Quality

Laboratory Tests and Results
Lost to Follow-up
Medical History
Metastasis
Off Study
Off Treatment
Participant Identifier
Pathology

Gross Pathology
Microscopic Pathology

Positron Emission Tomography (PET)
PET Emissions Scan
PET Equipment QC
PET Imaging Agent
PET Patient Preparation

Physical Exam
Prior/Post Therapies
PRO-HRQoL Measures

Brief Pain Inventory (BPI) Short Form
EPIC-26
EQ-5D-3L
EQ-5D-5L

Progression
Protocol Deviations
Radiation Therapy
RECIST

iRECIST
irRC
irRECIST
RECISTv1.1

Registration
Response
Screening
Staging/Extent of Disease

AJCC 8th Edition, Breast
AJCC , 8th Edition Colorectal
AJCC , 8th Edition Lung
AJCC , 8th Edition Prostate

Study Agent Administration
Surgery
Survival and Follow-up
Vital Signs

https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_AEv4_508.pdf?version=1&modificationDate=1620762799000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_AEv5_508.pdf?version=1&modificationDate=1620762799000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Concomitant_Medication_508.pdf?version=1&modificationDate=1596054106000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Consent_508.pdf?version=1&modificationDate=1606746559000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Consent_Withdrawal_508.pdf?version=1&modificationDate=1606746604000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Consent_Withdrawal_QOL_508.pdf?version=1&modificationDate=1606746633000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Consent_Withdrawal_Specimen_508.pdf?version=1&modificationDate=1606746659000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_CT_Image_Acquisition_508.pdf?version=1&modificationDate=1596054952000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_CT_Imaging_Agent_508.pdf?version=1&modificationDate=1596054952000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Demography_508.pdf?version=2&modificationDate=1620762481000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Diagnosis_508.pdf?version=1&modificationDate=1596054268000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Diagnosis_Administrative_508.pdf?version=1&modificationDate=1596054268000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Diagnosis_Intervention_508.pdf?version=1&modificationDate=1596054404000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Eligibility_508.pdf?version=1&modificationDate=1596054684000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_End_of_Form_508.pdf?version=1&modificationDate=1596055112000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Enrollment_508.pdf?version=1&modificationDate=1606746871000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Equipment_508.pdf?version=1&modificationDate=1596054812000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Footer_508.pdf?version=1&modificationDate=1596055112000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Header_508.pdf?version=1&modificationDate=1596055113000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Image_Administration_508.pdf?version=1&modificationDate=1596054951000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Image_Quality_508.pdf?version=1&modificationDate=1596054812000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Laboratory_Tests_and_Results_508.pdf?version=2&modificationDate=1620762478000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Lost_to_Followup_508.pdf?version=1&modificationDate=1606746759000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Medical_History_508.pdf?version=2&modificationDate=1620762479000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Metastasis_508.pdf?version=1&modificationDate=1596054268000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Off_Study_508.pdf?version=1&modificationDate=1606746792000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Off_Treatment_508.pdf?version=1&modificationDate=1596055469000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Participant_Identification_508.pdf?version=1&modificationDate=1596054553000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Diagnosis_Gross_Pathology_508.pdf?version=2&modificationDate=1620762481000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Diagnosis_Microscopic_Pathology_508.pdf?version=2&modificationDate=1620762477000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_PET_Emissions_Scan_508.pdf?version=1&modificationDate=1596054951000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_PET_Equipment_QC_Assessment_508.pdf?version=1&modificationDate=1596054951000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_PET_Imaging_Agent_508.pdf?version=1&modificationDate=1596055113000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_PET_Patient_Prep_508.pdf?version=1&modificationDate=1596055112000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Physical_Examination_508.pdf?version=1&modificationDate=1596054684000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Prior_Post_Therapy_Agents_508.pdf?version=1&modificationDate=1596054403000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_BPI_508.pdf?version=1&modificationDate=1596055252000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_EPIC26_508.pdf?version=1&modificationDate=1596055252000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_EQ5D3L_508.pdf?version=1&modificationDate=1596055253000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_EQ5D5L_508.pdf?version=1&modificationDate=1596055252000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Progression_508.pdf?version=2&modificationDate=1620762479000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Protocol_Deviation_508.pdf?version=1&modificationDate=1596054812000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Radiation_Therapy_508.pdf?version=1&modificationDate=1596054685000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_iRECIST_508.pdf?version=1&modificationDate=1596055468000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_irRC_508.pdf?version=1&modificationDate=1596055468000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_irRECIST_508.pdf?version=1&modificationDate=1596055469000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_RECISTv1_1_508.pdf?version=1&modificationDate=1596055469000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Registration_508.pdf?version=1&modificationDate=1606746878000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Response_508.pdf?version=2&modificationDate=1620762480000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Screening_508.pdf?version=1&modificationDate=1596054121000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Staging_AJCC_Ed8_Breast_508.pdf?version=1&modificationDate=1596055361000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Staging_AJCC_Ed8_Colorectal_508.pdf?version=1&modificationDate=1596055361000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Staging_AJCC_Ed8_Lung_508.pdf?version=2&modificationDate=1621005314000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Staging_AJCC_Ed8_Prostate_508.pdf?version=1&modificationDate=1596055361000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Study_Agent_Administration_508.pdf?version=1&modificationDate=1596054267000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Surgery_508.pdf?version=1&modificationDate=1596054685000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Follow-Up_Survival_508.pdf?version=2&modificationDate=1620762478000&api=v2
https://wiki.nci.nih.gov/download/attachments/437682759/CRF_Instruction_Vital_Signs_508.pdf?version=1&modificationDate=1596054685000&api=v2

	Instruction Manuals

