
Summary of Changes since Version 2.1 

Revisions since Version 2.1 

Following are the revisions made to the eCRF Instruction Manual, released on May, 
2008: 

Cardiac 

Field Descriptions Section: 
• Length of LV Ejection time field has been changed to 4 digits. 
• Length of LV Ejection Fraction (%) field has been changed to 3 digits. 

Concomitant Measures/Medications 

Field Descriptions Section: 
• Route has been made non mandatory. 

Course Assessment 

Field Descriptions Section: 
• End Date of Course will no longer be displayed in the CRF. 

Diagnostic ECG 

Field Descriptions Section: 
• Length of Rate field has been changed to 3 digits. 

Enrollment 

Field Descriptions Section: 
• ‘Date of Registration’ field has been removed  
• Primary Site of Disease: A more comprehensive picklist has been implemented. 

‘Other’ has been removed from the pick list.  
• ’Other Primary Site’ field has been removed. 
Validations Section: 
• Procedure (ENR03), which checks if the ‘Date of Registration’ is a future date, 

has been removed. 
• Procedure (ENR08), which checks if the registration date is before the ‘Date of 

Birth’, has been removed.  
• Procedure (ENR13), which generates a discrepancy if the ‘Date of Registration’ is 

not same as ‘Date Informed Consent Signed’ for CTMS study, has been removed. 
• Procedure (ENR19), which generates a discrepancy if the ‘Date of Registration’ is 

earlier than ‘Date of Informed Consent Version’, has been removed. 
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• Procedure (ENR21), which generates a discrepancy if ‘Other’ is selected as the  
Primary Disease Site and 'Other' is not specified, has been removed. 

Derivations Section: 
• Procedure (DM1001), which derives the age based on the ‘Date of Registration’, 

has been modified to derive based on the ‘Date Informed Consent Signed’. 

Extent of Disease 

Field Descriptions Section: 
• First Longest Measurement is only required for a measurable lesion. 

Infection Episode 

Field Descriptions Section: 
• The ‘Primary Site’ picklist has been replaced with a more comprehensive 

Thesaurus picklist. 
• The picklist for ‘Infectious Agent’ has been replaced with a Thesaurus picklist. 

Off Treatment 

Field Descriptions Section: 
• ‘Date from which to Stop Including Labs’ field has been removed. 
Validations Section:  
• New Validation Procedure (OTS 18) has been created to validate that the ‘Best 

Response Date’ on the Off-Treatment CRF is the same as ‘Best Response’ 
reported on Course Assessment CRF. 

Derivations Section: 
• Derivation procedure (OTS1001), which derives ‘Date from which to Stop 

Including Labs’, has been removed. 
 

Pharmacokinetics 

Validations Section: 
• Procedure (PHM01), which generates a discrepancy if the sample draw date is 

before the Enrollment date, is now based on the ‘Date Informed Consent Signed’ 
rather than the ‘Date of Registration’ Date. 

• Procedure (PHM10), which generates a discrepancy if at least one of the Parent 
Study Agents or Metabolites is not present, has been removed. 

Prior Radiation 

Field Descriptions Section: 
• ‘Other, Specify’ text field has been added to enter a description when ‘Other 

Specify’ is selected as a ‘Radiation Type’. 
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Validations Section: 
• Validation procedure (PRD05) was created to verify that the 'Other, Specify' field 

is not blank if Radiation Type 'Other Specify' is selected. 

Radiation 

Field Descriptions Section:  
• ‘Other, Specify’ text field has been added to enter a description when ‘Other 

Specify’ is selected as a ‘Radiation Type’. 
Validations Section: 
• Procedure (RAD02) has been updated to check for future dates. 
• Procedure (RAD03) has been updated to verify that the Stop Date/Time is greater 

than Start Date/Time. 
• Procedure (RAD04)  has been created to verify that the 'Other, Specify' field is 

not blank if Radiation Type 'Other Specify' is selected. 

Study Medication Administration 

Field Descriptions Section:  
• Data Type and length of Dose Level and Actual Total Dose field has been 

changed from 8 characters to Number Field with 8 digits and 3 decimals. 
Validations Section: 
• Procedure (SD11), which generates a discrepancy if the agent listed on the Missed 

Medications tab is not listed on the Study Drug Administration tab, has been 
removed. 

Survival 

Validations Section: 
• Procedure (SUR08) has been modified to alert users that the Survival CRF is not 

applicable if the date of death is 30 days past the off study date. 

Urinary Excretions 

Validations Section: 
• Procedure (UE10), which generates a discrepancy if at least one of the Parent 

Study Agents or Metabolites is not present, has been removed. 

Vital Signs 

Field Descriptions Section:  
• Length of Pulse, Respiration Rate has been changed to 3 digits. 
• Length of Temperature (Celsius) field has been changed to 3 digits and 1 decimal. 
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