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Introduction 

Integrated Review or I-Review is client/server data review tool fully integrated with NCI’s 
Cancer Centralized Clinical Database (C3D).  I-Review makes it easy to access, review, 
report and graph clinical data residing in C3D. This powerful, user-friendly Windows 
application supports data review with interactive and integrated patient listings, detailed 
reports, summary reports, formatted reports, and graphical reports.  I-Review has a 
companion web-based product call JReview that provides similar functionality via a 
standard web browser.  For further information on the core products refer to the following 
websites: 

Integrated Review Version 8 – Guide to Exploring Clinical Data 
http://ncicbsupport.nci.nih.gov/sw/content/C3D/I-Review8.pdf 

Computer Based Training for Integrated Review (CBT) 
http://octrials-train.nci.nih.gov/StartCBT.html 

Integrated Clinical System Website 
http://www.i-review.com/ 

This document is intended to provide NCI Center for Cancer Research (CCR) specific 
guidelines for using common I-Review functionalities and descriptions of CCR specific 
generic I-Review reports (canned reports) that are available for use across all studies.  
The next section provides general instructions and the subsequent sections describe 
domain specific canned reports that are available for use. 

General Instructions 

Help for I-Review 

If you experience difficulties using I-Review, report the problem to the NCICB Application 
Support.  If you would like help developing a complex I-Review report, contact NCICB 
Application Support.  The request will be forwarded to appropriate individuals who will 
contact you for further information.  NCICB Application Support can be contacted via the 
following methods: 

Phone: 301-451-4384 

Email:  ncicb@pop.nci.nih.gov 

Installing I-Review 

I-Review is a client-server application and is deployed on your Personal Computer via 
NIH’s Application Launcher (NAL).  Completion of the required modules of the CBT for I-
Review is necessary for availing this application on your desktop.  Requests should be 
made to NCICB Application Support by either the Nurse Educator or C3D Trainer upon 
verification of the CBT certificates.   

http://ncicbsupport.nci.nih.gov/sw/content/C3D/ireview8.pdf�
http://octrials-train.nci.nih.gov/StartCBT.html�
http://www.i-review.com/�
mailto:ncicb@pop.nci.nih.gov�
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Once installed, restart the computer first. Then log back into the NIH Network. The 
following I-Review icon is presented on the desktop. 

 

Logging into I-Review 

The user and study level security for I-Review is completely integrated with C3D.  You 
should use your C3D User ID and Passwords to access data via I-Review.  You will be 
able to review data for only those studies that you have been granted access to in C3D.  
Moreover, the functionality of I-Review available for your use is limited by your user role 
type (PI, RN, QA, etc.).   

The login screen for I-Review appears as below.  The database cbiodb5 should be used 
to access study data.  While using I-Review against the training database used 
cbiodb2:octrn as the database server name (The server name might change).  Currently, 
a SAS server is not being used and thereby can be left blank. 
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User Interface 

 

Once logged into the database, I-Review presents the above User Interface to begin with.  
The noteworthy features of I-Review User Interface are as below. 

Studies are organized by PI.  Only studies that you have access to are presented in the 
top left window.  Current Data for a given study can be accessed by choosing the 
STUDY$CURRENT selection. 

The Output Specification filter can be used to limit the canned reports to Private, 
Usergroup, Public or All reports.  These terms are explained later. 

Canned Reports are organized by logical groups such as Administrative, Discrepancy, 
Demographics, etc. 

Canned Reports are presented within the folders.  Double clicking the reports runs the 
report within the context of the chosen study.  You may run multiple reports 
simultaneously by double clicking on them.  Each output is presented in a separate 
window. 

Reports could be setup to run on a predetermined schedule. 

All Reports can be simultaneously limited to certain Patients by setting up a Patient 
Selection Criteria. 

Studies by PI 

Types of 
Reports 

Canned Report 
Groups 

Scheduling 
Reports 

Canned 
Report 

Patient 
Selection 
Criteria 
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Running Canned Reports 

Canned Reports can be run by double clicking on the interested report while in the context 
of a study.  The output of the report will be presented in a separate window.  Note that you 
may run multiple reports within a study by just double clicking on the interested report one 
at a time.  Each of the outputs will be presented in a separate window.  The Report 
Browser will display the specifications of report that was run last.  The Patient Selection 
Criteria is always available to further subset the report.  See below for an illustration. 

 

Parameterized Canned Reports 

Certain Canned Reports allow for parameters that can be specified by the users.  The 
parameter window is presented when the report is double clicked.  An illustration of the 
window is below. 

 

Additional 
Report 

Report being 
viewed 

Report 
Specifications 

Patient Selection 
Criteria 
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You have an option to specify values for the parameter or disable the filter. 

Failure of Canned Reports 

Though every effort is made to make the canned reports generic, occasionally the canned 
reports would fail for a particular study due to a missing column in the particular study.  

The error message for this failure is as below. 

 

Click on OK for the error message and browse to the Report Browser.  The missing 
columns are indicated in red as shown below.  Delete the missing column by selecting and 
cutting it.  You can now run the report by clicking on the Create Report button.  You may 
optionally save this version of the report as explained later.   
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User and Study Access Level 

Apart from organizing the canned reports in logical folders, an effort is made to limit the 
reports that you see to those that have relevance for your role in C3D and for the type of 
the study.  This is achieved by saving the reports at various combinations of Study Group 
and User Group access levels.   

I-Review users are classified into various User Groups based on their role: Clinical 
(PI/RN), DM, QA, Builders, etc.  Each study in C3D can also be classified into various 
groups based on whether it is a CTMS Study, CDUS Study, Version of Standard CRFs it 
is built on, etc.  All possible combinations of these two parameters are summarized in the 
table below. 

Study Group --> 

User Group 

Study Project Study Group Global 

Private Reports specific to a 
study that only you can 
access. 

Reports relevant to all 
studies for a PI that only 
you can access. 

Reports relevant to a 
group of Studies, e.g. 
CTMS, that only you 
can access. 

Reports relevant to all 
studies that only you can 
access. 

User Group Reports specific to a 
study shared across a 
User Group, such as 
QA, DM, etc. 

Reports relevant to all 
studies for a PI and 
shared across a User 
Group, such as QA, DM, 
etc. 

Report relevant to a 
group of studies, such 
as CTMS, and shared 
across a User Group, 
such as QA, DM, etc. 

Reports relevant to all 
studies and shared 
across a User Group, 
such as DM, QA, etc. 

Public Reports specific to a 
study shared with 
everyone. 

Reports relevant to all 
studies for a PI and 
shared with everyone. 

Reports relevant to a 
group of studies, such 
as CTMS, and with 
everyone. 

Reports relevant to all 
studies that anyone can 
run. 

 

Capability to save reports with Global access is limited to advanced users to limit 
proliferation of incorrect reports.  

Modifying Canned Reports & Resaving 

Canned Reports can be modified and resaved using the following steps: 

Open a canned report of interest by right clicking on it and choosing Open. 

Make appropriate modifications to the design of the report such as add/remove columns, 
rename column headings, change sort order, etc. 

Click on Save. 
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Specify a file name (up to 20 characters), the Category (Folder) you want the report to 
appear in, a Short Description, and Summary Information for the report. 

Click Save.  

Extracting Data to MS Excel 

Data from I-Review reports can be extracted to Microsoft Excel Reports using the 
following steps: 

Run the canned or developed IReveiw report. 

Choose File  Export 

Specify the Folders and give the Extracted file a name retaining the .xls extension. 

Browse to the Folder and find the report. 

The Excel files are generated with write protection so as to prevent accidental changes to 
data in Excel.  In order to unprotect the sheet choose Tools  Protection  Unprotect 
Sheet in Excel.  Once unlocked, the report can be sorted and filtered.  I-Review puts a two 
row header on Excel files.  In order to use Excel optimally delete the top row before sorting 
and filtering. 

Types of Reports 

I-Review reports are broadly classified into the following categories: 

Detail Data Listing: These are detailed listing of the data being queried, e.g. listing of all 
AEs in a study.  These reports are ideal for exporting data to MS Excel. 

User Group 

Study Group 

File Name 

Folder 

Description 

Summary 
Information 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 13 OF 201 

Formatted Detail Data Listing: These are detailed listing of the data being queried in a 
production quality pdf format.  The report could include various font sizes, types, header, 
footer, etc.  These are ideal for reports that are used on an ongoing basis to review data 
and need to be quickly printed out or emailed in a pre-formatted manner.  For example, a 
formatted listing of open AEs in a study could be used by a team to resolve AEs post 
clinics. 

Summary Listing: These are summary reports that provide cross-tabulation of the data, 
e.g. a table summarizing the number AEs experienced by a patient by Type and Grade.  
These reports are ideal for exporting data to MS Excel.  Summary Analyses for research 
abstracts and reports could be generated using these reports. 

Formatted Summary Listing: These are summary reports formatted in a pdf format with 
options to control font sizes, font types, header, footer, etc. 

Patient Visit Data Report: These reports list clinical data in chronological order.  This report 
replaces the SYLK report available in legacy systems such as the PDMS.  Information 
from various sources such as Labs, Vitals, Drugs, could be consolidated in a chronological 
date order using these reports.  

Course Stop Date 

The Course Initiation and Course Assessment CRFs have a Stop Date of 3501-AUG-01 
(35010801 or 08-01-3501) for ongoing courses. Disregard this date since it is used 
internally for derivation and submission purposes. 
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Administrative Reports 

Access: Study Access 

Description 

This report lists all users who have access to a study.  It provides a quick method for 
ensuring that appropriate users have access to the study. Note the list includes LOCKED 
account. 

 

Access 

User Level: IRADMIN, Builder, QA 

Study Level: Global 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
User’s Name Name of the User 
Access Level Center (Project name): This user has access to all studies under this  Project 

PI (PI name): This user has access to all studies belonging to this PI. 
Study: This user has access to the specified study. 
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Access: User Study Access 

Description 

This report lists all studies that the logged user has access to.  It provides a quick method 
of ensuring that you have access to a particular study. 

 

Access 

User Level: Public 

Study Level: Global 

Columns 

Field Description 
Study Protocol Number that the User has Access to 
Access Level Center (CCR):  This user has access to all CCR studies. 

PI (PI name): This user has access to all studies belonging to this PI. 
Study: This user has access to the specified study. 
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Studies: Study by PI 

Description 

This report lists all studies and the corresponding PI. It provides a quick method of finding 
the PI corresponding to a Study. 

 

Access 

User Level: Public 

Study Level: Global 

Columns 

Field Description 
Study Protocol Number 
Project_Code Project Code 
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Studies: Study Attribute 

Description 

This report lists study objective: monitoring agency, CTC version used in study, study 
template the study is built upon. It helps the user to find the appropriate report. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number 
Monitor Agency Monitor Agency 
CTC Version Adverse Event CTC Version Used in the Study 
Template Version The Study Template Which Is Used to Build the Study 
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Tracking: Patient Registry vs eCRF Entry  

Description 

This report lists CDR (Clinical Data Registry) registration records and C3D data entry. It 
provides a method of tracking the process of C3D CRFs after the patient is registered to 
the study.  Note that if the C3D is missing an Enrollment Patient ID or has the wrong 
Patient ID, the corresponding C3D columns will be empty.  

 

Access 

User Level: Builder, QA 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
CDR Registration Date Patient Registration Date to the study on CDR 
CDR MRN Patient ID on CDR 
C3D Patient C3D Patient ID, generally it is number like 1, 2 
C3D MRN Patient’s Local Identifier Used by the Treating Institution 
First CRF Entry Date The Entry Date of the First CRF created on C3D 
Eligibility Entry Date The Entry Date of the Eligibility Form 
Enrollment Entry Date The Entry Date of the Enrollment Form 
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Tracking: eCRF Status Report 

Description 

This report lists CRF Status and its related timestamp. The modification, verification and 
approval are the latest action of its type. Note that the loaded labs are excluded. 

 

Access 

User Level: Builder, QA 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Patient ID 
Visit Clinical Event 
CRF CRF Form 
Entered Date CRF Entry Date 
Entered By The Person Who Creates the CRF  
Last Modification Date The Latest CRF Modification Date 
Modified By The Person Who Made the Latest Modification 
Last Verified Date The Latest CRF Verification Date 
Verified By The Person Who Made the Latest Verification 
Approved Date The Latest CRF Approval Date 
Approved By The Person Who Made the Latest Approval 
Blank Flag Whether CRF is Blank  
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Tracking: C3D User Entry During a Period  

Description 

This report lists the user’s data entry effort for the study during a date range. It includes the 
number of CRFs created, the number of enterable fields entered/updated. Note that in 
some cases the system might use a time system that differs from the ‘current’ time 
system. Please do not just open an empty form without any other action. 

 

 

Access 

User Level: Builder 

Study Level: CCR_Program 

Columns 

Field Description 
Study (Header) Protocol Number for which Access is being Queried 
User Name User’s Full Name 
Patient C3D Patient ID 
Number of CRFs Created Number of CRFs Created During the Specified Period 
Number of Responses 
Entered/Updated 

Number of Data Entries During the Specified Period 
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 QA Reports 

Discrepancy: Discrepancy Type vs. Review Status 

Description 

This report lists the count of discrepancies categorized by type and review status. The 
columns displayed depend on the type of discrepancy review status in the selected study. 

 

 

Access 

User Level: Public 

Study Level: Global 

Columns   

Field Description 
Study Protocol Number for which Access is being Queried 
Discrepancy 
Type  

1-Event 1-DCM:  Multivariate discrepancy. Marked as red on RDC. 
DATA TYPE:  Univariate discrepancy. Response value type is not 

appropriate. 
LENGTH:  Univariate discrepancy. Response value length 

exceeds the maximum question length. 
DE COMMENT:  Manual discrepancy.  
DVG/ DVG SUBSET:   Univariate discrepancy. Response value is not on pick 

list. 
LOWER BOUND:  Univariate discrepancy. Response value is lower than 

the lower limit. 
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UPPER BOUND:  Univariate discrepancy. Response value is higher than 
the upper limit. 

MANDATORY:  Univariate discrepancy. Response value is not put. 
PARTIAL DATE:  Univariate discrepancy. The response value type is not 

a complete date or time. 
THESAURUS:  Univariate discrepancy. Response value is not on 

standard Thesaurus pick list. 
PRECISION:  Univariate discrepancy. Response value exceeds 

decimal value. 
INDICATOR:  Indicator discrepancy. The required filed is missing. 

Description The Edit Checks. 
CLOSED  Number of Closed Discrepancies. 
RESOLVED Number of Resolved Discrepancies. 
UNREVIEWED Number of Unreivewed Discrepancies. 
IRRESOVABLE Number of Irresovable Discrepancies 
INV REVIEW Number of Discrepancies Sent to Site 
DM REVIEW Number of Discrepancies Sent  from CRA to Data Manager 
Total Total Number of Discrepancies on the Row 
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Discrepancy: Manually Closed Discrepancies 

Description 

This report lists the manually closed discrepancies. It also provides details of the 
discrepancies and their related data. 

 

Access 

User Level: Public 

Study Level: Global 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID 
Discrepancy Status Status of the Discrepancy. Manually Closed Discrepancy Has Status of ‘Current’. 
Discrepancy Action Discrepancy Action of DM 
Discrepancy Type Type of the Discrepancy 
Review DateTime Review Date and Time  
Resolve Reason Reason to Resolve the Discrepancy 
Discrepancy ID Discrepancy ID 
Visit Clinical Event 
DCM Form Name 
DCM_Date DCM Date 
DCM_Time DCM Time 
Question Applies to Univariate Discrepancy. The question which Triggers Discrepancy 
Response Question Value 
Procedure  Applies to Multivarite Discrepancy. The Procedure Name 
Procedure Description The Edit Check 
Discrepancy Discrepancy Message 
Reviewed By The Person Who Review the Discrepancy 
Resolution Comment The Comment Entered when Close the Discrepancy 
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Discrepancy: Unreviewed Discrepancies (Formatted) 

Description 

This report lists the unreviewed discrepancies. The layout is formatted. 

 

Access 

User Level: Public 

Study Level: Global 

Columns 

Field Description 
Study (Header) Protocol Number that the User has Access to 
Patient (Group Header) C3D Patient ID 
DCM Form Name 
DCM_Date DCM Date 
DCM_Time DCM Time 
Discrepancy Discrepancy Message 
Question Applies to Univariate Discrepancy. The Question Which Triggers Discrepancy 
Response Question Value 
Procedure Description The Edit Check 
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Discrepancy:  Unreviewed Discrepancies    

Description 

This report lists the Unreviewed discrepancies.  

 

Access 

User Level: Public 

Study Level: Global 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID 
Discrepancy Status Status of the Discrepancy. Manually Closed Discrepancy has Status of ‘Current’. 
Discrepancy Action Discrepancy Action of DM 
Discrepancy Type Type of the Discrepancy 
Review DateTime Review Date and Time  
Resolve Reason Reason to Resolve the Discrepancy 
Discrepancy ID Discrepancy ID 
Visit Clinical Event 
DCM Form Name 
DCM_Date DCM Date 
DCM_Time DCM Time 
Question Applies to Univariate Discrepancy. The question which Triggers Discrepancy 
Response Question Value 
Procedure  Applies to Multivarite Discrepancy. The Procedure Name 
Description The Edit Check 
Discrepancy Discrepancy Message 
Reviewed By The Person who Review the Discrepancy 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 26 OF 201 

Discrepancies: Univariate Discrepancy Response vs Review Status 

Description 

This report lists the count of univariate discrepancies categorized by discrepancy type, 
DCM, question, value verse review status. The columns displayed depend on the type of 
discrepancy review status in the selected study. 

 

Access 

User Level: Public 

Study Level: Global 

Columns   

Field Description 
Study Protocol Number for which Access is being Queried 
Discrepancy 
Type  

DATA TYPE:  Univariate discrepancy. Response value type is not appropriate. 
DE COMMENT:  Manual discrepancy.  
DVG/ DVG SUBSET:  Univariate discrepancy. Response value is not on the pick list. 
LENGTH:  Univariate discrepancy. Response value length exceeds the maximum 

question length. 
LOWER BOUND:  Univariate discrepancy. Response value is lower than the lower limit. 
UPPER BOUND:  Univariate discrepancy. Response value is higher than the upper limit. 
MANDATORY:  Univariate discrepancy. Response value is not put. 
PARTIAL DATE:  Univariate discrepancy. The response value type is not a complete date or 

time. 
THESAURUS:  Univariate discrepancy. Response value is not on standard Thesaurus pick 

list. 
PRECISION:  Univariate discrepancy. Response value exceeds decimal value. 
INDICATOR:  Indicator discrepancy. The required filed is missing. 

DCM Form Name 
Question The Question which Triggers Discrepancy 
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Discrepant 
Entered Value 

Field value 

CLOSED  Number of Closed Discrepancies. 
RESOLVED Number of Resolved Discrepancies. 
UNREVIEWE
D 

Number of Unreivewed Discrepancies. 

IRRESOVAB
LE 

Number of Irresovable Discrepancies 

INV REVIEW Number of Discrepancies Sent to Site 
DM REVIEW Number of Discrepancies Sent  from CRA to Data Manager 
Total Total Number of Discrepancies on the Row 
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Discrepancies: Discrepancies History 

Description 

This report lists all discrepancy history in the study.  

 

Access 

User Level: Public 

Study Level: Global 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID 
Discrepancy ID Discrepancy ID 
Review Date Time Review Date and Time  
Discrepancy Status Status of the Discrepancy. Manually Closed Discrepancy Has Status of ‘Current’. 
Discrepancy Action Discrepancy Action of DM 
Discrepancy Type Type of the Discrepancy 
Resolve Reason Reason to Resolve the Discrepancy 
DCM Form Name 
DCM_Date DCM Date 
DCM_Time DCM Time 
Question Applies to Univariate Discrepancy. The question which Triggers Discrepancy 
Response Question Value 
Procedure  Applies to Multivariate Discrepancy. The Procedure Name 
Description The Edit Check 
Discrepancy Discrepancy Message 
Resolution Comment The Comment Entered when Close the Discrepancy 
Reviewed By The Person who Review the Discrepancy 
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CDUS: Course Assessment for CDUS –V1 

Description 

This report lists the course assessment for CDUS QA. It is sorted by patient and course 
start date. Used for CDUS_302 study. It works on studies based on the 3.02 and 3.10 
templates. 

 

Access 

User Level: Public 

Study Level: CDUS_302 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Start Date of the Course 
(Cycle) 

Date the Course (Cycle) Began (Format MM-DD-YYYY) 

Course Disposition Whether the Course Has Been Conducted 
Toxicity? (Y/N) Whether Adverse Event Has Occurred During the Course 
Response Assessment Patient’s Best Disease State as Assessed During the Course 
Response Date Date of the Earliest Evaluation Justifies Assessment 
Date Onset of Progression Date of the Evaluation to Determine the Patient’s Disease Status of Progressive Disease 
Response Notes The Reason for the Assessment 
Dose Change from TAC? Whether the Patient’s Treatment was Different form that Specified by the Treatment 

Assignment Code for This Course 
Start Date of the Course 
(Cycle) 

Date the Course (Cycle) Began. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Response Date Date of the Earliest Evaluation Justifies Assessment. The Original Value Used by 
System (Form YYYYMMDD) 

Date Onset of Progression Date of the Evaluation to Determine the Patient’s Disease Status of Progressive 
Disease. The Original Value Used by System (Form YYYYMMDD) 
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CDUS: Course Assessment for CDUS –V2 

Description 

This report lists the course assessment for CDUS QA. It is sorted by patient and course 
start date. Used for CDUS_302 studies. It works on studies based on 3.12 and 2007R1 
templates. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD, CDUS 302 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Start Date of the 
Course (Cycle) 

Date the Course (Cycle) Began (Format MM-DD-YYYY) 

Course Disposition Whether the Course Has Been Conducted 
Toxicity? (Y/N) Whether Adverse Event Has Occurred During the Course 
Response 
Assessment 

Patient’s Best Disease State as Assessed During the Course 

Response Date Date of the Earliest Evaluation Justifies Assessment 
Date of Progression Date of the Evaluation to Determine the Patient’s Disease Status of Progressive Disease 
Response Notes The Reason for the Assessment 
Dose Change from 
TAC? 

Whether the Patient’s Treatment was Different form that Specified by the Treatment 
Assignment Code for This Course 

Start Date of the 
Course (Cycle) 

Date the Course (Cycle) Began.  The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Response Date Date of the Earliest Evaluation Justifies Assessment. The Original Value Used by System 
(Form YYYYMMDD). 

Date of Progression Date of the Evaluation to Determine the Patient’s Disease Status of Progressive Disease. 
The Original Value Used by System (Form YYYYMMDD). 
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CDUS: AE for CDUS – V1 

Description 

This report lists the course assessment for CDUS QA. It is sorted by patient and adverse 
event onset date. Used for CDUS_302 studies. 

 

Access 

User Level: Public 

Study Level: CDUS_302 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number that This AE Started 
Date of Onset  Date of The Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
CTC Adverse Event 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Symptom Description The Succinct Clinical Description of This AE 
AER Filed? (Y/N) Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
AE Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
AE Action Whether Any Changes Made to the Study Regimen In Response to This AE 
AE Therapy Whether Additional Therapy Is Required to Treat This AE 
AE Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Date of Onset  Date of The Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY). The Original Value Used by 

System (Form YYYYMMDD) 
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CDUS: AE for CDUS – V2 

Description 

This report lists the course assessment for CDUS QA. It is sorted by patient and adverse 
event onset date. Work for studies based on  2007R1 templates. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number that This AE Started 
Date of Onset  Date of The Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
CTC Adverse Event Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Symptom Description The Succinct Clinical Description of This AE 
AER Filed? (Y/N) Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
AE Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE  Evaluate the adverse event’s relationship to the investigational device exemption.. 
Attribution to Commercial Evaluate the adverse event’s relationship to the commercial agent. 
Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
AE Action Whether Any Changes Made to the Study Regimen In Response to This AE 
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AE Therapy Whether Additional Therapy Is Required to Treat This AE 
AE Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Date of Onset  Date of The Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE (Format MM-DD-YYYY). The Original Value Used by 

System (Form YYYYMMDD) 
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CDUS: Course Initiation for CDUS – V1 

Description 

This report lists the course initiation for CDUS QA. It is sorted by patient and course start 
date. Used for CDUS_302 studies. It works on studies based on 3.10 and 3.12 templates. 

 

Access 

User Level: Public 

Study Level: CDUS_302 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number  
Visit Clinical Event 
Start Date  Date the Course (Cycle) Began (Format MM-DD-YYYY) 
Stop Date Date the Course (Cycle) End (Format MM-DD-YYYY) 
CDUS Treatment 
Assignment Code 

The Appropriate Treatment Assignment Code (TAC) for the Regimen and 
Dose Level of This Course 

CTEP Treating Institution 
Code 

The Unique CTEP Institution Code Where the Patient Actually Receives 
This Course of Treatment 

Start Date  Date the Course (Cycle) Began. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Stop Date Date the Course (Cycle) End. The Original Value Used by System (Form 
YYYYMMDD) 
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CDUS: Course Initiation for CDUS – V2 

Description 

This report lists the course initiation for CDUS QA. It is sorted by patient and course start 
date. Used for CDUS_302 studies. It works on studies based on 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number  
Visit Clinical Event 
Start Date  Date the Course (Cycle) Began (Format MM-DD-YYYY) 
Stop Date Date the Course (Cycle) End (Format MM-DD-YYYY) 
CTEP Treatment 
Assignment Code 

The Appropriate Treatment Assignment Code (TAC) for the Regimen and 
Dose Level of This Course 

Treating Institution Code The Unique CTEP Institution Code Where the Patient Actually Receives 
This Course of Treatment 

Start Date  Date the Course (Cycle) Began. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Stop Date Date the Course (Cycle) End. The Original Value Used by System (Form 
YYYYMMDD) 
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CDUS: Off Treatment/Study Summary for CDUS –V1 

Description 

This report lists the off study summary for CDUS QA. Used for CDUS_302 study. It works 
on studies that are based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CDUS_302 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Date of Best Response Date of Treatment Response Was First Observed or Began (Format MM-DD-

YYYY) 
Date of Progression Date of The Progression (or Relapse) Was First Observed (Format MM-DD-

YYYY) 
Date Off Protocol Follow-up Date the Patient Completes or Is Removed from the Protocol-Specific Follow-up 

Phase (Format MM-DD-YYYY) 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-

YYYY) 
Reason Off Treatment Reason the Patient Went Off Treatment 
Reason for Off Treatment, Other The Explanation of ‘Other’ for Reason Off Treatment 
Response Assessment The Best Overall Response to Treatment While on Protocol 
Date of Best Response Date of Treatment Response Was First Observed or Began. The Original Value 

Used by System (Form YYYYMMDD) 
Date of Progression Date of The Progression (or Relapse) Was First Observed. The Original Value 

Used by System (Form YYYYMMDD) 
Date Off Protocol Follow-up Date the Patient Completes or Is Removed from the Protocol-Specific Follow-up 

Phase. The Original Value Used by System (Form YYYYMMDD) 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued. The Original Value 

Used by System (Form YYYYMMDD) 
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CDUS: Off Treatment/Study Summary for CDUS –V2 

Description 

This report lists the off treatment/study summary for CDUS QA. It is used for CDUS_302 
studies. It works on studies that are based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CDUS_302 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC 
Date of Best 
Response 

Date of Treatment Response Was First Observed or Began (Format MM-DD-YYYY) 

Date of Progression Date of The Progression (or Relapse) Was First Observed (Format MM-DD-YYYY) 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-YYYY) 
Reason Off 
Treatment 

Reason the Patient Was Off Protocol Treatment 

Date Off Study Date the Patient Went Off Study (Format MM-DD-YYYY) 
Reason Off Study Reason the Patient Went Off Study 
Reason for Off 
Study, Other 

The Explanation of ‘Other’ for Reason Off Study 

Response 
Assessment 

The Best Overall Response to Treatment While on Protocol 

Date of Best 
Response 

Date of Treatment Response Was First Observed or Began. The Original Value Used by 
System (Form YYYYMMDD) 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 38 OF 201 

Date of Progression Date of The Progression (or Relapse) Was First Observed. The Original Value Used by 
System (Form YYYYMMDD) 

Date Off Treatment Date the Patient Completes All Courses or Is Discontinued. The Original Value Used by 
System (Form YYYYMMDD) 

Date of Best 
Response 

Date of Treatment Response Was First Observed or Began. The Original Value Used by 
System (Form YYYYMMDD) 
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CDUS: Off Treatment/Study Summary for CDUS –V3 

Description 

This report lists the off treatment/study summary for CDUS QA. It is used for CDUS_302 
studies. It works on studies that are based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient Initials C3D Patient Initials 
Patient ID Patient ID User by System 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC 
Date of Best Response Date of Treatment Response Was First Observed or Began (Format MM-DD-YYYY) 
Date of Progression Date of The Progression (or Relapse) Was First Observed (Format MM-DD-YYYY) 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-YYYY) 
Reason Off Treatment Reason the Patient Was Off Protocol Treatment 
Date Off Study Date the Patient Went Off Study (Format MM-DD-YYYY) 
Reason Off Study Reason the Patient Went Off Study 
Reason for Off Study, 
Other 

The Explanation of ‘Other’ for Reason Off Study 

Response Assessment The Best Overall Response to Treatment While on Protocol 
Date of Best Response Date of Treatment Response Was First Observed or Began. The Original Value Used by 

System (Form YYYYMMDD) 
Date of Progression Date of The Progression (or Relapse) Was First Observed. The Original Value Used by 

System (Form YYYYMMDD) 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued. The Original Value Used by 

System (Form YYYYMMDD) 
Date of Best Response Date of Treatment Response Was First Observed or Began. The Original Value Used by 

System (Form YYYYMMDD) 
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Incomplete: Prior Treatment Summary –V1 

Description 

This report lists the incomplete information on prior treatment summary. It works on 
studies that are based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Therapy Type Type of Therapy 
Any therapy? Whether the Patient Has Received Any Prior Treatment for the Type of Therapy Listed  
Date of Last 
Dose 

Completion Date of the Last Dose of the Most Recent Prior Treatment Regimen for 
Each Therapy Type Study (Format MM-DD-YYYY) 

Date of Last 
Dose 

Completion Date of the Last Dose of the Most Recent Prior Treatment Regimen for 
Each Therapy Type Study. The Original Value Used by System (Form YYYYMMDD) 
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Incomplete: Prior Treatment Summary –V2 

Description 

This report lists the incomplete information on prior treatment summary. It works on 
studies that are based on the 3.12 and 2007R1 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Therapy Type Type of Therapy 
Any therapy? Whether the Patient Has Received Any Prior Treatment for the Type of Therapy Listed  
Date of Last 
Dose 

Completion Date of the Last Dose of the Most Recent Prior Treatment Regimen for 
Each Therapy Type Study (Format MM-DD-YYYY) 

Date of Last 
Dose 

Completion Date of the Last Dose of the Most Recent Prior Treatment Regimen for 
Each Therapy Type Study. The Original Value Used by System (Form YYYYMMDD) 
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Incomplete: Eligibility Criteria 

Description 

This report lists the incomplete eligibility criteria. The response is either invalid or is 
missing. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Inclusion/Exclusion Inclusion or Exclusion  
Repeat # The Repeat Sequence Number  
Sequence Eligibility Criteria Sequence Number 
Criterion Response Patient’s Status Relative to the Eligibility Criteria 
Eligibility Criteria Eligibility Criteria Content 
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Incomplete: Physical Exam –V1 

Description 

This report lists the incomplete physical exams. The examination date is missing or the 
related response(s) in the repeating section is/are missing. It works on studies that are 
based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Examination Date Examination Date of the Physical Exam (Format MM-DD-YYYY) 
Examination Date Examination Date of the Physical Exam. The Original Value Used by System 

(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Visit Clinical Event 
Visit # Clinical Event Number 
Repeat # The Repeat Sequence Number  
Body System Defaulted Body System 
Status The Finding Result of the Particular Body System 
History If Abnormal The Brief Description  of the Status of the Body System or the Change 
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Incomplete: Physical Exam –V2 

Description 

This report lists the incomplete physical exams. The examination date is missing or the 
related response(s) in the repeating section is/are missing. It works on studies that are 
based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of 
Examination 

Examination Date of the Physical Exam (Format MM-DD-YYYY) 

Date of 
Examination 

Examination Date of the Physical Exam. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Visit Clinical Event 
Visit # Clinical Event Number 
Repeat # The Repeat Sequence Number  
Body System Defaulted Body System 
Finding Results The Finding Result of the Particular Body System 
Comment The Brief Description  of the Status of the Body System or the Change 
Examination Date Examination Date of the Physical Exam. The Original Value Used by System 

(Form YYYYMMDD) 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 45 OF 201 

Incomplete: Physical Exam –V3 

Description 

This report lists the incomplete physical exams. The examination date is missing or the 
related response(s) in the repeating section is/are missing. It works on studies that are 
based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
PE Done? Whether the Physical Exam was Performed 
Date of 
Examination 

Examination Date of the Physical Exam (Format MM-DD-YYYY) 

Date of 
Examination 

Examination Date of the Physical Exam. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Change from 
Baseline? 

Whether the Finding Results were Changed Compared with that of Baseline 

Change from 
Previous 
Evaluation? 

Whether the Finding Results were Changed Compared with the Previous 
Evaluation 

Visit Clinical Event 
Visit # Clinical Event Number 
Repeat # The Repeat Sequence Number  
Body System Defaulted Body System 
Finding Results The Finding Result of the Particular Body System 
Comment The Brief Description  of the Status of the Body System or the Change 
Examination Date Examination Date of the Physical Exam. The Original Value Used by System 

(Form YYYYMMDD) 
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Incomplete: Comments with Missing Date and/or Notes 

Description 

This report lists Comments with missing dates and/or notes. It works on studies that are 
based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
CRF Initial of the CRF  
Actual Event Actual Event Number 
Repeat # The Repeat Sequence Number  
Notes Date Date of the Notes Is Given (Format MM-DD-YYYY) 
Notes  Notes and/or Remarks 
Document Number System Generated Document Number 
Notes Date Date of the Notes Is Given. The Original Value Used by System (Form 

YYYYMMDD) 
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Invalid: Course Assessment Start Date  

Description 

This report lists the invalid course assessment start date. The course assessment start 
date is either different from the course initiation start date or is empty. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # Course Number 
Course Initiation Start Date of Course Start Date of the Course Initiation (Format MM-DD-YYYY) 
Course Assessment Start Date of Course Start Date of the Course Assessment (Format MM-DD-YYYY) 
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Invalid: Course Initiation Course Number 

Description 

This report lists invalid course initiation course number. The course number is either less 
than 1 or is empty. 

 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Visit 
Course # Course Number 
Start Date Start Date of the Course Initiation (Format MM-DD-YYYY) 
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Invalid: Future Dates in Study 

Description 

This report lists all the entered dates that are greater than the current system date. Since 
the system date changes, the result might differ from day to day. Lab dates are not 
included. 

 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Document Number System Generated Document Number 
CRF CRF Form 
Question The Question Behind the Data Field 
Label Label of the Data Field 
Response Question Value Entered. The Original Value Used by System 

(Form YYYYMMDD) 
Entered By The Person Who Entered the Value  
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AE: Missing Onset Date or Outcome-Resolved Date 

Description 

This report lists AEs with missing Onset Date and/or without resolved date but with an 
outcome and/or without an outcome but with a resolved date. Outcome of 4-Died and 
Grade of 5-Fatal are highlighted in red. It provides a quick method for locating the related 
AE. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Onset Date Date of The Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Common Toxicity Criteria Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Onset Date Date of The Observation of This AE. The Original Value Used by 

System (Form YYYYMMDD) 
Resolved Date Date of Resolution of This AE. The Original Value Used by System 

(Form YYYYMMDD) 
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AE: CTC Term Other without Description –V1 

Description 

This report lists AEs with CTC Term with 'other' without description. It provides a quick 
method for locating the related AE. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of The Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Common Toxicity Criteria Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description (If other please specify) The Succinct Clinical Description of This AE 
Date of Onset Date of The Observation of This AE. The Original Value Used by System 

(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Resolved Date Date of Resolution of This AE. The Original Value Used by System (Form 
YYYYMMDD) 
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AE: CTC Term Other without Description -V2 

Description 

This report lists AEs with CTC Term with 'other' without description. It provides a quick 
method for locating the related AE. Work for studies based on 2007R1 template. 

 

Access 

User Level: Public 

Study Level: 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of The Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
CTC toxicity Type  Code The Common Toxicity Criteria (CTC) Code 
Common Toxicity Criteria Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description (If other please specify) The Succinct Clinical Description of This AE 
Date of Onset Date of The Observation of This AE. The Original Value Used by System 

(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Date Resolved Date of Resolution of This AE. The Original Value Used by System (Form 
YYYYMMDD) 
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AE: AE After Last Treatment Date –V1 

Description 

This report lists AEs with onset date later than the date of last treatment. It works for 
studies that are based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date Off Last Treatment Date the Patient Completes All Courses or Is Discontinued. The Original Value 

Used by System (Form YYYYMMDD) 
Date Off Protocol Follow-up  Date the Patient Completes or Is Removed from the Protocol-Specific Follow-up 

Phase. The Original Value Used by System (Form YYYYMMDD) 
Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Course # The Course Number that This AE Started 
Course Day The Day in Course that This AE Started 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description  The Succinct Clinical Description of This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
AER Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
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Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Therapy Whether Additional Therapy Is Required to Treat This AE 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial 
Date 

Resolved Date Date of Resolution of This AE. The Original Value Used by System (Form 
YYYYMMDD) 
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AE: AE After Last Treatment Date –V2 

Description 

This report lists AEs with onset date later than the date of last treatment. It works for 
studies that are based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date Off Last 
Treatment 

Date the Patient Completes All Courses or Is Discontinued. The Original Value Used by 
System (Form YYYYMMDD) 

Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Course # The Course Number that This AE Started 
Course Day The Day in Course that This AE Started 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description  The Succinct Clinical Description of This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
AER Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
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Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Therapy Whether Additional Therapy Is Required to Treat This AE 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE. The Original Value Used by System (Form YYYYMMDD) 
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AE: AE After Last Treatment Date –V3 

Description 

This report lists AEs with onset date later than the date of last treatment. It works for 
studies that are based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date Off Last 
Treatment 

Date the Patient Completes All Courses or Is Discontinued. The Original Value Used by 
System (Form YYYYMMDD) 

Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Course # The Course Number that This AE Started 
Course Day The Day in Course that This AE Started 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description  The Succinct Clinical Description of This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
AER Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device exemption.. 
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Attribution to 
Commercial 

Evaluate the adverse event’s relationship to the commercial agent. 

Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
Serious Whether This AE Is a ‘Serious’ Event 
Therapy Whether Additional Therapy Is Required to Treat This AE 
CTC Toxicity Type Code The Common Toxicity Criteria (CTC) Code 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE. The Original Value Used by System (Form YYYYMMDD) 
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AE: AdEERs Candidate –V1 

Description 

This report lists AEs most likely to require expedited reporting. Since C3D does not have 
information regarding whether an AE is 'expected/unexpected'. Some AEs with grade 2 
and 3 might not need to be reported. All AEs with grade 4 or 5 should to be reported. It 
works for studies that are based on the 3.02 and  3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved  Date of Resolution of This AE (Format  MM-DD-YYYY) 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Date of Onset Date of the Observation of This AE. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Date Resolved  Date of Resolution of This AE. The Original Value Used by System (Form 
YYYYMMDD) 
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AE: AdEERs Candidate –V2 

Description 

This report lists AEs most likely to require expedited reporting. Since C3D does not have 
information regarding 'expected/unexpected' AE some AEs with grade 2 and 3 might not 
need to be reported. All AEs with grade 4 or 5 should be reported. It works for studies that 
are based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Event Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial 
Date 

Date Resolved  Date of Resolution of This AE. The Original Value Used by System (Form 
YYYYMMDD) 
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AE: AdEERs Candidate –V3 

Description 

This report lists AEs most likely to require expedited reporting. Since C3D does not have 
information regarding 'expected/unexpected' AE some AEs with grade 2 and 3 might not 
need to be reported. All AEs with grade 4 or 5 should be reported. It works for studies that 
are based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Event Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the 

study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device 

exemption.. 
Attribution to Commercial Evaluate the adverse event’s relationship to the commercial agent. 
Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
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Serious Whether This AE Is a ‘Serious’ Event 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial 
Date 

Date Resolved  Date of Resolution of This AE. The Original Value Used by System (Form 
YYYYMMDD) 
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AE: AE Grade and Attribute 3-5 V1 

Description 

This report lists attributions for AEs with Grades 3, 4 and 5. It works for studies that are 
based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Category Broad Classification of AE  
AER Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved  Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD) 
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AE: AE Grade and Attribute 3-5 V2 

Description 

This report lists attributes for AEs with Grades 3, 4 and 5. It works for studies that are 
based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Category Broad Classification of AE  
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved  Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD) 
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AE: AE Grade and Attribute 3-5 V3 

Description 

This report lists attributes for AEs with Grades 3, 4 and 5. It works for studies that are 
based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Category Broad Classification of AE  
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to 
Research 

Evaluate the adverse event’s relationship to the subject’s participation in the study. 

Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device exemption.. 
Attribution to 
Commercial 

Evaluate the adverse event’s relationship to the commercial agent. 

Attribution to 
Radiation 

Evaluate the adverse event’s relationship to the Radiation therapy. 
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Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
Serious Whether This AE Is a ‘Serious’ Event 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved  Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD) 
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AE: AE with Other Specify Terms  

Description 

This report lists AEs with CTC Term of 'other'.  It provides a quick method to locate the 
related AE. It is used for CDUS_302, CTMS_302, CTMS_310 and CTMS_312 studies. 

 

Access 

User Level: Public 

Study Level: CDUS_302, CTMS_302, CTMS_310, CTMS_312 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD) 
Date Resolved Date of Resolution of This AE. The Original Value Used by System (Form YYYYMMDD) 
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AE: AE with Other Specify Terms –V2 

Description 

This report lists AEs with CTC Term of 'other'.  It provides a quick method to locate the 
related AE. Work for studies based on 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Toxicity Type Code The Common Toxicity Criteria (CTC) Code 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device exemption.. 
Attribution to Commercial Evaluate the adverse event’s relationship to the commercial agent. 
Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
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Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD) 
Date Resolved Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD) 
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AE: BS with Other Specify Terms –V1 

Description 

This report lists baseline symptoms with CTC Term of 'other'.  It provides a quick method 
to locate the related records. It is used for CDUS_302, CTMS_302 and CTMS_310 
studies. It works for studies that are based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CDUS_302, CTMS_302, CTMS_310 

 Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Onset Date the Symptom was first Observed/Experienced  (Format MM-DD-YYYY) 
CTCAE Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description The Succinct Clinical Description of This Symptom 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Grade Severity of the Symptom Using CTC Version 2.0 or 3.0 
Related To Disease? Whether the Symptom Is Related to the Study Disease 
Date of Onset Date the Symptom was first Observed/Experienced. The Original Value Used by 

System (Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 
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AE: BS with Other Specify Terms –V2 

Description 

This report lists baseline symptoms with CTC Term of 'other'.  It provides a quick method 
to locate the related records. It is used for CDUS_302 and CTM_312 studies. It works for 
studies that are based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CDUS_302, CTMS_312 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Onset Date the Symptom was first Observed/Experienced  (Format MM-DD-

YYYY) 
Date Resolved Date of Resolution of This Symptom (Format  MM-DD-YYYY) 
CTCAE Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description The Succinct Clinical Description of This Symptom 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Grade Severity of the Symptom Using CTC Version 2.0 or 3.0 
Related To Disease? Whether the Symptom Is Related to the Study Disease 
Date of Onset Date the Symptom was first Observed/Experienced. The Original Value 

Used by System (Form YYYYMMDD).  Used for Sorting to Avoid the 
Problem Caused by Invalid/Partial Date 

Date Resolved Date of Resolution of This Symptom. The Original Value Used by System 
(Form YYYYMMDD) 
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AE: BS with Other Specify Terms –V3 

Description 

This report lists baseline symptoms with CTC Term of 'other'.  It provides a quick method 
to locate the related records.  It works for studies that are based on the 2007R1 template. 

 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Onset Date the Symptom was first Observed/Experienced  (Format MM-DD-

YYYY) 
Date Resolved Date of Resolution of This Symptom (Format  MM-DD-YYYY) 
CTCAE Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description The Succinct Clinical Description of This Symptom 
CTC Toxicity Type 
Code 

The Common Toxicity Criteria (CTC) Code 

Grade Severity of the Symptom Using CTC Version 2.0 or 3.0 
Related To Disease? Whether the Symptom Is Related to the Study Disease 
Date of Onset Date the Symptom was first Observed/Experienced. The Original Value 

Used by System (Form YYYYMMDD).  Used for Sorting to Avoid the 
Problem Caused by Invalid/Partial Date 

Date Resolved Date of Resolution of This Symptom. The Original Value Used by System 
(Form YYYYMMDD) 
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Duplication: Course Initiation Duplicated Course Number 

Description 

This report lists the duplication of course number on course initiation form. Count of 
Course # in red indicates that the same course number was entered more than once on 
the Course Initiation Forms. 

 

Access 

User Level: Public 

Study Level: CCR_Program  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number 
Count of Course # Number of Times the Course Number was Entered 
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Duplication: Duplicated AEs 

Description 

This report lists duplicate AE records (same term, onset date, and grade).  A duplicated 
AE has a number of repeat greater than 1 and appears in red. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Common Toxicity Criteria Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Number of Repeat Number of Duplication 
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Duplication: Duplicated Conmeds 

Description 

This report lists duplicate Conmeds records.  A duplicate Conmed has a number of repeat 
greater than 1 and appears in red. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Start Date Start Date of the Measure or Medication (Format MM-DD-YYYY) 
Stop Date Stop Date of the Measure or Medication (Format MM-DD-YYYY) 
Agent Name The Generic Name of the Drug 
Procedure The Procedure/Measure 
Number of Repeat Number of Duplication 
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Registration: CRO / C3D Registered Patients 

Description 

This report lists registration records from the CRO and related information from C3D. Note 
that if C3D has a missing or invalid patient ID, the C3D columns will be blank. 

 

Access 

User Level: Public 

Study Level: CCR_Program (version 1), CCR_2008V1_STD (version 2) 

Columns 

Field Description 
C3D Study C3D Protocol Number for which Access is being Queried 
CRO Patient MRN CRO Patient’s Identification Displayed with the format of C3D 
CRO Patient ID CRO Patient’s ID 
CRO Eligibility CRO Record: Weather Patient is Eligible  
CRO Birth Date CRO Record: Patient’s Birth Date 
CRO Consent Date CRO Records: Date Patient Signed the Informed Consent for A Protocol 
CRO Registration Date CRO Records: Date the Eligibility Checklist Is Received in the CRO. 
CRO On Study Date CRO Records: Date Protocol Intervention Is Initiated 
CRO Treatment Date CRO Records: For A Two Phase Study Design (Screening/Treatment), Treatment Start 

Date for Eligible Patient 
CRO Off Study Date CRO Records: Date the Patient Either Completes or Is Removed From the Protocol 
CRO Off Study Reason CRO Records: Reason the Patient’s Treatment Was Stopped/Discontinued 
C3D Patient C3D Patient ID Displayed on RDC 
C3D Patient ID Patient’ Local Identifier Used by the Treating Institution 
C3D Birth Date C3D Records: Patient’s Birth Date (Format MM-DD-YYYY) 
C3D Date of 
Registration 

C3D Records: Patient’s Registration Date (Format MM-DD-YYYY). Not available in V2. 

C3D Date Informed 
Consent Signed 

C3D Records: Patient’s Consent Date (Format MM-DD-YYYY) 
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Registration: Invalid Registration and/or Consent Dates 

Description 

This report lists enrollment records with missing registration date, consent date or consent 
version date. It also list records where the registration date is before the consent date or 
the consent date is before the consent version date. Version 2 does not deal with 
registration date. 

 

Access 

User Level: Public 

Study Level: CCR_Program (version 1), CCR_2008V1_STD (version 2) 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Registration Date the Patient Was Registered to the Study (Format MM-DD-YYYY). Not 

available in V2. 
Date Informed Consent 
Signed 

Date the Patient Signed the Informed Consent From (Format MM-DD-YYYY) 

Date of Informed Consent 
Version 

Date of the Informed Consent Version of the IRB Approved Informed Consent 
Form (Format MM-DD-YYYY) 
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Registration: Newly Registered Patients not in C3D 

Description 

This report lists the eligible patients in the CRO database that are not yet in C3D. The 
MRN on the enrollment CRF is used in the check. Due to the nature of the CRO IDs, the 
report may not work correctly for Navy and outside patients. 

 

Access 

User Level: Public 

Study Level: CCR_Program (version 1), CCR_2008V1_STD (version 2) 

Columns 

Field Description 
CRO Protocol The Clinical Center Protocol Number on Which the Patient Was or Is Enrolled 
CRO Patient MRN CRO Patient’s Identification Displayed with the format of C3D 
CRO Patient ID CRO Patient’s ID  
CRO Eligibility CRO Record: Weather Patient is Eligible  
CRO Birth Date CRO Record: Patient’s Birth Date 
CRO Consent Date CRO Records: Date Patient Signed the Informed Consent for A Protocol 
CRO Registration Date CRO Records: Date the Eligibility Checklist Is Received in the CRO 
CRO On Study Date CRO Records: Date Protocol Intervention Is Initiated 
CRO Treatment Date CRO Records: For A Two Phase Study Design (Screening/Treatment), Treatment 

Start Date for Eligible Patient 
CRO Off Study Date CRO Records: Date the Patient Either Completes or Is Removed From the Protocol 
CRO Off Study Reason CRO Records: Reason the Patient’s Treatment Was Stopped/Discontinued 
C3D Patient C3D Patient ID Displayed on RDC 
C3D Patient ID Patient’ Local Identifier Used by the Treating Institution 
C3D Birth Date C3D Records: Patient’s Birth Date (Format MM-DD-YYYY) 
C3D Date of Registration C3D Records: Patient’s Registration Date (Format MM-DD-YYYY). Not available in 

V2. 
C3D Date Informed 
Consent Signed 

C3D Records: Patient’s Consent Date (Format MM-DD-YYYY) 
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Bug Related: Time Stamp Bug 

Description 

This report lists all the study forms that will be affected by the timestamp bug. CTMS 
submission will be affected. 

 

Access 

User Level: Public 

Study Level: Lab All 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
CRF CRF Name  
DCM Date DCM Date 
Document_Number Document Number of the CRF 
Modified By The User Who Made the Latest Modification of the CRF 
Modification Ts The Latest Modification Timestamp 
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Lab: Labs with Grade -1 or -2 

Description 

This report lists labs with Grades -1 or -2. It is used for Lab Union study or All Lab studies. 

 

Access 

User Level: Public 

Study Level: Lab Union or Lab All 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
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Demography Reports 

Demographics –V1 

Description 

This report lists patient demographic information. It works on studies based on 3.02, 310 
and 3.12 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Gender Patient’s Gender 
Date of Birth Patient’s Date of Birth (Format MM-DD-YYYY) 
Age at Entry Patient’s Age at the Enrollment  
Patient Initials C3D Patient Initials 
Race White Whether A person having origins in any of the original peoples of Europe, the Middle East, or 

North Africa.  
Race Black or 
African American 

Whether A person having origins in any of the black racial groups of Africa. 
 

Race Native 
Hawaiian or other 
Pacific Island 

Whether A person having origins in any of the original peoples of Hawaii, or other Pacific 
Islands.  
 

Race Asian Whether A person having origins in any of the original peoples of the Far East, Southeast 
Asia, or the Indian subcontinent (including the Philippine Islands). 

Race American 
Indian or Alaska 
Native 

Whether A person having origins in any of the original peoples of North, South, and Central 
America and who maintains tribal affiliation or community attachment. 

Race Not Reported Whether Refused or data not available 
Race Unknown Whether Race unknown 
Ethnicity Patient’s Ethnicity  
Patient ID Patient’ Local Identifier Used by the Treating Institution 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 82 OF 201 

Demographics –V2 

Description 

This report lists patient demographic information. It works on studies based on 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Gender Patient’s Gender 
Date of Birth Patient’s Date of Birth (Format MM-DD-YYYY) 
Age at Entry Patient’s Age at the Enrollment  
Patient Initials C3D Patient Initials 
Race White Whether A person having origins in any of the original peoples of Europe, the Middle East, or 

North Africa.  
Race Black or 
African American 

Whether A person having origins in any of the black racial groups of Africa. 
 

Race Native 
Hawaiian or other 
Pacific Island 

Whether A person having origins in any of the original peoples of Hawaii, or other Pacific 
Islands.  
 

Race Asian Whether A person having origins in any of the original peoples of the Far East, Southeast Asia, 
or the Indian subcontinent (including the Philippine Islands). 

Race American 
Indian or Alaska 
Native 

Whether A person having origins in any of the original peoples of North, South, and Central 
America and who maintains tribal affiliation or community attachment. 

Race Not 
Reported 

Whether Refused or data not available 

Race Unknown Whether Race unknown 
Ethnicity Patient’s Ethnicity  
Patient ID Patient’ Local Identifier Used by the Treating Institution 
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Demographics (Formatted) – V1 

Description 

This report lists formatted patient demographic information grouped by gender. It works on 
studies based on 3.02, 310 and 3.12 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study (Header) Protocol Number for which Access is being Queried 
Gender Patient’s Gender 
Patient C3D Patient ID Displayed on RDC  
Date of Birth Patient’s Date of Birth (Format MM-DD-YYYY) 
Age at Entry Patient’s Age at the Enrollment  
Patient Initials C3D Patient Initials 
Race White Whether A person having origins in any of the original peoples of Europe, the Middle East, 

or North Africa.  
Race Black or 
African American 

Whether A person having origins in any of the black racial groups of Africa. 
 

Race Native 
Hawaiian or other 
Pacific Island 

Whether A person having origins in any of the original peoples of Hawaii, or other Pacific 
Islands.  
 

Race Asian Whether A person having origins in any of the original peoples of the Far East, Southeast 
Asia, or the Indian subcontinent (including the Philippine Islands). 

Race American 
Indian or Alaska 
Native 

Whether A person having origins in any of the original peoples of North, South, and Central 
America and who maintains tribal affiliation or community attachment. 

Race Not Reported Whether Refused or data not available 
Race Unknown Whether Race unknown 
Ethnicity Patient’s Ethnicity  
Patient ID Patient’ Local Identifier Used by the Treating Institution 
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Demographics (Formatted) – V2 

Description 

This report lists formatted patient demographic information grouped by gender. It works on 
studies based on 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study (Header) Protocol Number for which Access is being Queried 
Gender Patient’s Gender 
Patient C3D Patient ID Displayed on RDC  
Date of Birth Patient’s Date of Birth (Format MM-DD-YYYY) 
Age at Entry Patient’s Age at the Enrollment  
Patient Initials C3D Patient Initials 
Race White Whether A person having origins in any of the original peoples of Europe, the Middle East, 

or North Africa.  
Race Black or 
African American 

Whether A person having origins in any of the black racial groups of Africa. 
 

Race Native 
Hawaiian or other 
Pacific Island 

Whether A person having origins in any of the original peoples of Hawaii, or other Pacific 
Islands.  
 

Race Asian Whether A person having origins in any of the original peoples of the Far East, Southeast 
Asia, or the Indian subcontinent (including the Philippine Islands). 

Race American 
Indian or Alaska 
Native 

Whether A person having origins in any of the original peoples of North, South, and Central 
America and who maintains tribal affiliation or community attachment. 

Race Not Reported Whether Refused or data not available 
Race Unknown Whether Race unknown 
Ethnicity Patient’s Ethnicity  
Patient ID Patient’ Local Identifier Used by the Treating Institution 
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Eligibility Checklist 

Description 

This report lists the eligibility criteria.  

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Inclusion/Exclusion Inclusion or Exclusion  
Repeat # The Repeat Sequence Number  
Sequence Eligibility Criteria Sequence Number 
Criterion Response Patient’s Status Relative to the Eligibility Criteria 
Eligibility Criteria Eligibility Criteria Content 
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MRNs 

Description 

This report lists patient identification information. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Institution Patient’s Registering Institution  
Patient Medical 
Record Number 

Patient’s Medical Record Number for the Registering Institution 
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Patient Registration Information 

Description 

This report lists patient registration information from the enrollment CRF. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Gender Patient’s Gender 
Date of Birth Patient’s Date of Birth (Format MM-DD-YYYY) 
Patient Initials C3D Patient Initials 
Date of Registration Date the Patient Was Registered to the Study (Format MM-DD-YYYY) 
Registering Institution Patient’s Registering Institution  
Local Patient ID Patient’ Local Identifier Used by the Treating Institution 
Registering Group The CTEP Group Code From Which the Patient Was Originally Registered on Study 
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Patient Registration Info –V1 

Description 

This report lists patient registration information from the enrollment CRF. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Gender Patient’s Gender 
Date of Birth Patient’s Date of Birth (Format MM-DD-YYYY) 
Patient Initials C3D Patient Initials 
Registering Institution Patient’s Registering Institution  
Local Patient ID Patient’ Local Identifier Used by the Treating Institution 
Registering Group The CTEP Group Code From Which the Patient Was Originally Registered on Study 
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Adverse Event Reports 

All AEs –V1 

Description 

This report lists all adverse events in the specified study. Grades of 2 are highlighted in 
yellow and higher grades are highlighted in red. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Course # The Course Number that This AE Started 
Day in Course The Day in Course that This AE Started 
Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

AE Description  The Succinct Clinical Description of This AE 
AdEERS Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
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Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Document Number Document Number of the CRF 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
 

 



All AEs –V2 

Description 

This report lists all adverse events in the specified study. Grades of 2 are highlighted in 
yellow and higher grades are highlighted in red. Work for studies based on 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Course # The Course Number that This AE Started 
Day in Course The Day in Course that This AE Started 
Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

AE Description  The Succinct Clinical Description of This AE 
AdEERS Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device exemption.. 
Attribution to 
Commercial 

Evaluate the adverse event’s relationship to the commercial agent. 

Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
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Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Document Number Document Number of the CRF 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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All AEs (Formatted) –V1 

Description 

This report lists all adverse events in the specified study.  

 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study (Header) Protocol Number for which Access is being Queried 
Patient (Header) C3D Patient ID Displayed on RDC  
Course # The Course Number that This AE Started 
Day in Course The Day in Course that This AE Started 
Prior Course Whether this AE Is Related to The Prior Course 
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Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
CTC Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description  The Succinct Clinical Description of This AE 
AdEERS Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
DLT Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Serious Whether This AE Is a ‘Serious’ Event 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
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All AEs (Formatted) –V2 

Description 

This report lists all adverse events in the specified study.  Works for studies based on 
2007R1 template. 

 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study (Header) Protocol Number for which Access is being Queried 
Patient (Header) C3D Patient ID Displayed on RDC  
Course # The Course Number that This AE Started 
Day in Course The Day in Course that This AE Started 
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Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
CTC Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description  The Succinct Clinical Description of This AE 
AdEERS Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the 

study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device 

exemption.. 
Attribution to 
Commercial 

Evaluate the adverse event’s relationship to the commercial agent. 

Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
DLT Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Serious Whether This AE Is a ‘Serious’ Event 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
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AE Summary - Counts by CTC Term-Grade-Course 

Description 

This report provides a count of the CTCAE term, and provides grade and course number. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study  Protocol Number for which Access is being Queried 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Course  The Course Number that This AE Started 
Count Number of Times for AEs With the Same CTC Term, Grade and Course Number 
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Open AEs –V1 

Description 

This report lists all open adverse events in the specified study. Grades of 2 are highlighted 
in yellow and higher grades are highlighted in red. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Course # The Course Number that This AE Started 
Day in Course The Day in Course that This AE Started 
Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

AE Description  The Succinct Clinical Description of This AE 
AdEERS Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Dose Limiting 
Toxicity 

Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
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Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Document Number Document Number of the CRF 
Date of Onset Date of the Observation of This AE.  The (Form YYYYMMDD). Used for Sorting to 

Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE.  The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Open AEs -V2  

Description 

This report lists all open adverse events in the specified study. Grades of 2 are highlighted 
in yellow and higher grades are highlighted in red. Work for studies based on 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Course # The Course Number that This AE Started 
Day in Course The Day in Course that This AE Started 
Prior Course Whether this AE Is Related to The Prior Course 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Resolved Date Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

AE Description  The Succinct Clinical Description of This AE 
AdEERS Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to 
Research 

Evaluate the adverse event’s relationship to the subject’s participation in the study. 

Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device exemption.. 
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Attribution to 
Commercial 

Evaluate the adverse event’s relationship to the commercial agent. 

Attribution to 
Radiation 

Evaluate the adverse event’s relationship to the Radiation therapy. 

Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
Dose Limiting 
Toxicity 

Whether This AE is Considered a ‘Dose Limiting Toxicity’ 

Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Document Number Document Number of the CRF 
Date of Onset Date of the Observation of This AE.  The (Form YYYYMMDD). Used for Sorting to 

Avoid the Problem Caused by Invalid/Partial Date 
Resolved Date Date of Resolution of This AE.  The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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AEs Grade 3-5 V1 

Description 

This report lists AEs with grades 3, 4 or 5. It works for studies that are based on the 3.12 
template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity Criteria 
Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Category Broad Classification of AE  
AER Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
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Therapy Whether Additional Therapy Is Required to Treat This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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AEs Grade 3-5 V2 

Description 

This report lists AEs with grades 3, 4 or 5. It works for studies that are based on the 3.12 
template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Category Broad Classification of AE  
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution Evaluation for Relationship Between AE and the Study Therapy 
Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
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Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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AEs Grade 3-5 V3 

Description 

This report lists AEs with grades 3, 4 or 5. Work for studies based on the 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
DCM Subset DCM Subset Number 
Repeat # The Repeat Sequence Number 
Date of Onset Date of the Observation of This AE (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This AE (Format  MM-DD-YYYY) 
Common Toxicity 
Criteria Term 

The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 

Description The Succinct Clinical Description of This AE 
CTC Category Broad Classification of AE  
AdEERs Filed Whether an Adverse Event Report (AER) was Filed to IRB/Sponsor 
Grade Grade of This AE Using CTC Version 2.0 or 3.0 
Attribution to Research Evaluate the adverse event’s relationship to the subject’s participation in the study. 
Attribution to IND Evaluate the adverse event’s relationship to the investigational agent. 
Attribution to IDE Evaluate the adverse event’s relationship to the investigational device exemption.. 
Attribution to 
Commercial 

Evaluate the adverse event’s relationship to the commercial agent. 

Attribution to Radiation Evaluate the adverse event’s relationship to the Radiation therapy. 
Attribution to Surgery Evaluate the adverse event’s relationship to the surgery. 
Attribution to Disease Evaluate the adverse event’s relationship to the disease. 
Attribution to other Evaluate the adverse event’s relationship to the other causes not  listed above. 
Others Specify An explanation when ’Attribute to other’ is selected. 
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Dose Limiting Toxicity Whether This AE is Considered a ‘Dose Limiting Toxicity’ 
Serious Whether This AE Is a ‘Serious’ Event 
Action Whether Any Changes Made to the Study Regimen In Response to This AE 
Therapy Whether Additional Therapy Is Required to Treat This AE 
Outcome The Final Status of The Patient When This AE Is Considered ‘resolved’ 
Date of Onset Date of the Observation of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date of Resolution of This AE. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Baseline Symptoms -V1 

Description 

This report lists baseline symptoms.  It works for studies that are based on the 3.02 and 
3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

 Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Onset Date the Symptom was first Observed/Experienced  (Format MM-DD-YYYY) 
CTCAE Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description The Succinct Clinical Description of This Symptom 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Grade Severity of the Symptom Using CTC Version 2.0 or 3.0 
Related To Disease? Whether the Symptom Is Related to the Study Disease 
Date of Onset Date the Symptom was first Observed/Experienced. The Original Value Used by System 

(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Baseline Symptoms –V2 

Description 

This report lists baseline symptoms. It works for studies that are based on the 3.12 
template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Onset Date the Symptom was first Observed/Experienced  (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This Symptom (Format  MM-DD-YYYY) 
CTCAE Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description The Succinct Clinical Description of This Symptom 
CDUS Tox Code The Common Toxicity Criteria (CTC) Code 
Grade Severity of the Symptom Using CTC Version 2.0 or 3.0 
Related To 
Disease? 

Whether the Symptom Is Related to the Study Disease 

Date of Onset Date the Symptom was first Observed/Experienced. The Original Value Used 
by System (Form YYYYMMDD). Used for Sorting to Avoid the Problem 
Caused by Invalid/Partial Date 

Date Resolved Date of Resolution of This Symptom. The Original Value Used by System 
(Form YYYYMMDD) 
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Baseline Symptoms –V3 

Description 

This report lists baseline symptoms. It works for studies that are based on the 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Onset Date the Symptom was first Observed/Experienced  (Format MM-DD-YYYY) 
Date Resolved Date of Resolution of This Symptom (Format  MM-DD-YYYY) 
CTCAE Term The Common Toxicity Criteria (CTC) Term. Can Be Version 2.0 or 3.0 
Description The Succinct Clinical Description of This Symptom 
CTC Toxicity type 
Code 

The Common Toxicity Criteria (CTC) Code 

Grade Severity of the Symptom Using CTC Version 2.0 or 3.0 
Related To 
Disease? 

Whether the Symptom Is Related to the Study Disease 

Date of Onset Date the Symptom was first Observed/Experienced. The Original Value Used 
by System (Form YYYYMMDD). Used for Sorting to Avoid the Problem 
Caused by Invalid/Partial Date 

Date Resolved Date of Resolution of This Symptom. The Original Value Used by System 
(Form YYYYMMDD) 
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Patient History Reports 

Baseline Medical History –V1 

Description 

This report lists baseline medical history. It works on studies based on 3.02, 310 and 3.12 
templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of 
Examination 

Date that the Patient Was Examined And the Medical History Was Documented  (Format 
MM-DD-YYYY) 

Body System Defaulted Body System 
Medical History If 
Abnormal 

The Brief Description of Major Medical And Surgical Events During the Patient’s Lifetime 
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Baseline Medical History –V2 

Description 

This report lists baseline medical history. It works on studies based on 2007R1 template. 

 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of 
Examination 

Date that the Patient Was Examined And the Medical History Was Documented  (Format 
MM-DD-YYYY) 

Body System Defaulted Body System 
Finding Results The Finding Results for the Particular Body System. 
Medical History If 
Abnormal 

The Brief Description of Major Medical And Surgical Events During the Patient’s Lifetime 
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Prior Radiation Summary –V1 

Description 

This report lists prior radiation summary. It works on studies that are based on the 3.02 
and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
First Dose Date Date of The First Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Last Dose Date Date of The Last Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Radiation Type Type of The Radiation Therapy 
Radiation Extent Extent  of The Radiation Therapy 
Site Site of The Radiation Therapy 
Schedule Schedule  of The Radiation Therapy 
Dose UOM Total Radiation Dose The Patient Received During The Treatment Period 
Best Response The Best Response Encounted 
First Dose Date Date of The First Dose of The Radiation Therapy. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Last Dose Date Date of The Last Dose of The Radiation Therapy. The Original Value Used by System (Form 

YYYYMMDD). 
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Prior Radiation Summary –V2 

Description 

This report lists prior radiation summary. It works on studies that are based on the 3.12 
template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of First Dose Date of The First Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Date of Last Dose Date of The Last Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Radiation Type Type of The Radiation Therapy 
Radiation Extent Extent  of The Radiation Therapy 
Site Site of The Radiation Therapy 
Schedule Schedule  of The Radiation Therapy 
Dose UOM Total Radiation Dose The Patient Received During The Treatment Period 
Best Response The Best Response Encounted 
Date of First Dose Date of The First Dose of The Radiation Therapy. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date of Last Dose Date of The Last Dose of The Radiation Therapy. The Original Value Used by System (Form 

YYYYMMDD). 
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Prior Radiation Summary –V3 

Description 

This report lists prior radiation summary. It works on studies that are based on the 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of First Dose Date of The First Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Date of Last Dose Date of The Last Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Radiation Type Type of The Radiation Therapy 
Radiation Extent Extent  of The Radiation Therapy 
Site Site of The Radiation Therapy 
Schedule Schedule  of The Radiation Therapy 
Dose UOM Total Radiation Dose The Patient Received During The Treatment Period 
Best Response The Best Response Encounted 
NonResponse 
Therapy Type 

The Non-Response Therapy Type Entered 

Date of First Dose Date of The First Dose of The Radiation Therapy. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Date of Last Dose Date of The Last Dose of The Radiation Therapy. The Original Value Used by System (Form 
YYYYMMDD). 
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Prior Radiation Summary –V4 

Description 

This report lists prior radiation summary. It works on studies that are based on the 2008V1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2008V1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of First Dose Date of The First Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Date of Last Dose Date of The Last Dose of The Radiation Therapy (Format MM-DD-YYYY) 
Radiation Type Type of The Radiation Therapy 
Radiation Extent Extent  of The Radiation Therapy 
Site Site of The Radiation Therapy 
Schedule Schedule  of The Radiation Therapy 
Dose UOM Total Radiation Dose The Patient Received During The Treatment Period 
Best Response The Best Response Encounted 
NonResponse 
Therapy Type 

The Non-Response Therapy Type Entered 

Date of First Dose Date of The First Dose of The Radiation Therapy. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Date of Last Dose Date of The Last Dose of The Radiation Therapy. The Original Value Used by System (Form 
YYYYMMDD). 

Other Specify Description of ‘Other’ 
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Prior Surgery Summary –V1 

Description 

This report lists prior surgery summary. It works on studies that are based on the 3.02 and 
3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Surgery Date of The Surgical Procedure (Format MM-DD-YYYY) 
Procedure Type of Procedure Performed to Diagnose/Treat the Patient’s Disease 
Site The Anatomical Site of The Procedure 
Findings Brief Description of The Findings of The Procedure 
Residual Disease Brief Description of The Extent of The Residual Disease 
Therapeutic 
Indicator 

Whether The Surgical Procedure Was Performed With Curative Intent 

Date of Surgery Date of The Surgical Procedure. The Original Value Used by System (Form YYYYMMDD). 
Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Prior Surgery Summary –V2 

Description 

This report lists prior surgery summary. It works on studies that are based on the 3.12  and 
2007R1 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program l 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Surgery Date of The Surgical Procedure (Format MM-DD-YYYY) 
Procedure Type of Procedure Performed to Diagnose/Treat the Patient’s Disease 
Site The Anatomical Site of The Procedure 
Findings Brief Description of The Findings of The Procedure 
Residual Disease Brief Description of The Extent of The Residual Disease 
Therapeutic 
Indicator 

Whether The Surgical Procedure Was Performed With Curative Intent 

Date of Surgery Date of The Surgical Procedure. The Original Value Used by System (Form YYYYMMDD). 
Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Prior Therapy Summary –V1 

Description 

This report lists prior therapy summary. It works on studies that are based on the 3.02 and 
3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of First Dose Date of The First Dose of The Prior Therapy (Format MM-DD-YYYY) 
Date of Last Dose Date of The Last Dose of The Prior Therapy (Format MM-DD-YYYY) 
Agent Name The Generic Name of The Agent That Was User 
Schedule The Schedule on Which The Agent (Or Combination) Was Given 
Total Dose The Total Dose of The Agent 
Dose UOM The Total Dose Unit of Measement 
Best Response Best Response Encounted 
Therapy Type Prior Therapy Type 
Date of First Dose Date of The First Dose of The Prior Therapy. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date of Last Dose Date of The Last Dose of The Prior Therapy. The Original Value Used by System (Form 

YYYYMMDD) 
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Prior Therapy Summary –V2 

Description 

This report lists prior therapy summary. It works on studies that are based on the 3.12 and 
2007R1 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of First Dose Date of The First Dose of The Prior Therapy (Format MM-DD-YYYY) 
Date of Last Dose Date of The Last Dose of The Prior Therapy (Format MM-DD-YYYY) 
Agent Name The Generic Name of The Agent That Was User 
Schedule The Schedule on Which The Agent (Or Combination) Was Given 
Total Dose The Total Dose of The Agent 
Dose UOM The Total Dose Unit of Measement 
Best Response Best Response Encounted 
NonResponse Therapy 
Type 

The Non Response Therapy Type 

Therapy Type Prior Therapy Type 
Date of First Dose Date of The First Dose of The Prior Therapy. The Original Value Used by System 

(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial 
Date 

Date of Last Dose Date of The Last Dose of The Prior Therapy. The Original Value Used by System 
(Form YYYYMMDD) 
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Prior Treatment Summary –V1 

Description 

This report lists prior treatment summary. It works on studies that are based on the 3.02 
and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Therapy Type Type of Therapy 
Any therapy? Whether The Patient Has Received Any Prior Treatment  for The Corresponding Type of 

Therapy  
Date of Last Dose Date of The Last Dose of The Most Recent Prior Treatment Regimen for The Corresponding 

Type of Therapy (Format MM-DD-YYYY) 
Date of Last Dose Date of The Last Dose of The Most Recent Prior Treatment Regimen for The Corresponding 

Type of Therapy. The Original Value Used by System (Form YYYYMMDD) 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 122 OF 201 

Prior Treatment Summary –V2 

Description 

This report lists prior treatment summary. It works on studies that are based on the 3.12  
and 2007R1 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Therapy Type Type of Therapy 
Any therapy? Whether The Patient Has Received Any Prior Treatment  for The Corresponding Type of 

Therapy  
# of Prior Chem 
Regimens 

The Number of Prior Regimens Received for The Corresponding Type of Therapy 

Date of Last 
Dose 

Date of The Last Dose of The Most Recent Prior Treatment Regimen for The Corresponding 
Type of Therapy (Format MM-DD-YYYY) 

Date of Last 
Dose 

Date of The Last Dose of The Most Recent Prior Treatment Regimen for The Corresponding 
Type of Therapy. The Original Value Used by System (Form YYYYMMDD) 



Physical Exam Reports 

Physical Exam -V1 

Description 

This report lists physical exam. It works on studies that are based on the 3.02 and 3.10 
templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Examination Date Date The Physical Examination Took Place (Format MM-DD-YYYY) 
Examination Date Date The Physical Examination Took Place. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Course Day Number of Days Since The Beginning of The Course 
Repeat # The Repeat Sequence Number 
Body System Body System 
Status Status of The Finding Result  for The Corresponding Body System 
Comments Brief Description of The Change  
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Physical Exam –V2 

Description 

This report lists physical exam. It works on studies that are based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Date of 
Examination 

Date The Physical Examination Took Place (Format MM-DD-YYYY) 

Date of 
Examination 

Date The Physical Examination Took Place. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Course Day Number of Days Since The Beginning of The Course 
Repeat # The Repeat Sequence Number 
Body System Body System 
Finding Results Status of The Finding Result  for The Corresponding Body System 
Comments Brief Description of The Change  
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Physical Exam –V3 

Description 

This report lists physical exam. It works on studies that are based on the 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
PE Done? Whether the Physical Exam was Performed 
Date of 
Examination 

Date The Physical Examination Took Place (Format MM-DD-YYYY) 

Date of 
Examination 

Date The Physical Examination Took Place. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Change from 
Baseline? 

Whether the Finding Results were Changed Compared with that of Baseline 

Change from 
Previous 
Evaluation? 

Whether the Finding Results were Changed Compared with the Previous Evaluation 

Course Day Number of Days Since The Beginning of The Course 
Repeat # The Repeat Sequence Number 
Body System Body System 
Finding Results Status of The Finding Result  for The Corresponding Body System 
Comments Brief Description of The Change  
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Vital Signs –V1 

Description 

This report lists vital signs. It works on studies that are based on the 3.02 and 3.10 
templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Repeat # The Repeat Sequence Number 
Course # The Course Which The Vital Sign Is Related To 
Day in Course Number of Days Since The Beginning of The Course The Vital Sign Is Related To 
Date Date The Vital Sign Were Taken (Format MM-DD-YYYY) 
Time Time The Vital Sign Were Taken 
Notes Brief Notes for The The Vital Sign 
Karnofsky Karnofsky Performance 
Zubrod/ECOG Zubrod/ECOG Performance 
Height (cm) Height in Centimeter 
Weight (kg) Weight in Kilogram 
BSA Body Surface Area 
Temperature 
(celsius) 

Temperature in Celsius 

Pulse Pulse Rate 
Respiration Rate Respiration Rate 
Systolic BP Systolic Blood Pressure 
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Diastolic BP Diastolic Blood Pressure 
Date Date The Vital Sign Were Taken. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Vital Signs –V2 

Description 

This report lists vital signs. It works on studies that are based on the 3.12 template. It 
works on studies that are based on the 3.12 and 2007R1 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Repeat # The Repeat Sequence Number 
Course # The Course Which The Vital Sign Is Related To 
Day in Course Number of Days Since The Beginning of The Course The Vital Sign Is Related To 
Date Date The Vital Sign Were Taken (Format MM-DD-YYYY) 
Time Time The Vital Sign Were Taken 
Notes Brief Notes for The The Vital Sign 
Karnofsky Karnofsky Performance 
Zubrod/ECOG Zubrod/ECOG Performance 
Lansky Lansky Performance 
Height (cm) Height in Centimeter 
Height (feet) Height in Feet 
Height (inches) Height in Inch 
Weight (kg) Weight in Kilogram 
Weight (pound) Weight in Pound 
BSA Body Surface Area 
Temperature 
(celsius) 

Temperature in Celsius 
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Temperature 
(fahrenheit) 

Temperature in Fahrenheit 

Pulse Pulse Rate 
Respiration Rate Respiration Rate 
Systolic BP Systolic Blood Pressure 
Diastolic BP Diastolic Blood Pressure 
Pulse Ox Pulse Oximetry 
Date Date The Vital Sign Were Taken. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Extent of Disease Reports 

Extent of Disease –V1 

Description 

This report lists extent of disease. It works on studies that are based on the 3.02 and 3.10 
templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Lesion # The Unique Number for Each Lesion 
Organ The Organ System Where the Lesion Is Located 
Description of 
Lesion 

The Brief Description of the Anatomical Site of Each Lesion 

Previously 
Irradiated 

Whether the Site or Lesion Has Been Previously Irradiated 

Measurable / Non-
Measurable 

The Lesion Is Measurable or Non- Measurable 

Followed For 
Response 

Whether the Lesion Will Be Assessed for Response 

Course # The Course Number That the Lesion Evaluation Was done 
Course Day The Day Since the Beginning of Course That the Lesion Evaluation Was done 
Evaluation Date Date of the Evaluation (Format MM-DD-YYYY) 
How Measured How the Lesion Measurement Was Determined 
Longest The Longest Lesion Measurement in Centimeters 
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Measurement 
Second  
Measurement 

The Second Longest Lesion Measurement in Centimeters 

Eval # The Sequential Number of Each Lesion 
Eval Code Status of the Lesion at the Time of Each Evaluation 
Evaluation Date Date of the Evaluation. The Original Value Used by System (Form YYYYMMDD). Used for 

Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Extent of Disease –V2 

Description 

This report lists extent of disease. It works on studies that are based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Lesion # The Unique Number for Each Lesion 
Organ The Organ System Where the Lesion Is Located 
Description of Lesion The Brief Description of the Anatomical Site of Each Lesion 
Previously Irradiated Whether the Site or Lesion Has Been Previously Irradiated 
Measurable / Non-
Measurable 

The Lesion Is Measurable or Non- Measurable 

Followed For 
Response 

Whether the Lesion Will Be Assessed for Response 

Course # The Course Number That the Lesion Evaluation Was done 
Course Day The Day Since the Beginning of Course That the Lesion Evaluation Was done 
Evaluation Date Date of the Evaluation (Format MM-DD-YYYY) 
How Measured How the Lesion Measurement Was Determined 
Longest 
Measurement 

The Longest Lesion Measurement in Centimeters 

Eval # The Sequential Number of Each Lesion 
Eval Code Status of the Lesion at the Time of Each Evaluation 
Evaluation Date Date of the Evaluation. The Original Value Used by System (Form YYYYMMDD). Used for 

Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Extent of Disease –V3 

Description 

This report lists extent of disease. It works on studies that are based on the 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Lesion # The Unique Number for Each Lesion 
Anatomic Site The Anatomic Position of the Lesion 
Description of 
Location 

The Brief Description of Lesion Location 

Description of Lesion The Brief Description of Each Lesion 
Previously Irradiated Whether the Site or Lesion Has Been Previously Irradiated 
Measurable / Non-
Measurable 

The Lesion Is Measurable or Non- Measurable 

Targer/Non-Target Whether the Lesion Will Be Assessed for Response 
Course # The Course Number That the Lesion Evaluation Was done 
Course Day The Day Since the Beginning of Course That the Lesion Evaluation Was done 
Evaluation Date Date of the Evaluation (Format MM-DD-YYYY) 
How Measured How the Lesion Measurement Was Determined 
Longest 
Measurement 

The Longest Lesion Measurement in Centimeters 

Second Longest 
Measurement 

The Second Longest Lesion Measurement in Centimeters 

Third Longest 
Measurement 

The Longest Lesion Measurement in Centimeters 

Product The Tumor Product 
Total Tumor Volume The Total Tumor Volume 
Eval # The Sequential Number of Each Lesion 
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Eval Code Status of the Lesion at the Time of Each Evaluation 
Evaluation Date Date of the Evaluation. The Original Value Used by System (Form YYYYMMDD). Used for 

Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Course Assessment Reports 

Course Summary –V1 

Description 

This report lists course initiation and course assessment. It works on studies that are 
based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Course # The Course Number  
Start Date of Course Date the Course (Cycle) Began (Format MM-DD-YYYY) 
Stop Date of Course Date the Course (Cycle) End (Format MM-DD-YYYY) 
Arm The ‘Arm’ of the Protocol-Specific Treatment Regimen the Patient Is to Receive 
CTEP Treatment 
Assignment Code 

The Appropriate Treatment Assignment Code (TAC) for the Regimen and Dose 
Level of This Course 

Treating Institution The Unique CTEP Institution Code Where the Patient Actually Receives This 
Course of Treatment 

Dose Change from TAC 
entered on Course 

Whether the Patient’s Treatment was Different form that Specified by the Treatment 
Assignment Code for This Course 

Course Disposition Whether the Course Has Been Conducted 
Response Assessment Patient’s Best Disease State as Assessed During the Course 
Response Notes The Reason for the Assessment 
Response Onset Date of the Earliest Evaluation Justifies Assessment (Format MM-DD-YYYY) 
Progression Onset Date of the Evaluation to Determine the Patient’s Disease Status of Progressive 

Disease (Format MM-DD-YYYY) 
Any AEs in this Course? Whether Adverse Event Has Occurred During the Course 
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Start Date of Course Date the Course (Cycle) Began. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial 
Date 

Stop Date of Course Date the Course (Cycle) End. The Original Value Used by System (Form 
YYYYMMDD) 
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Course Summary –V2 

Description 

This report lists course initiation and course assessment. It works on studies that are 
based on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Course # The Course Number  
Start Date of Course Date the Course (Cycle) Began (Format MM-DD-YYYY) 
Stop Date of Course Date the Course (Cycle) End (Format MM-DD-YYYY) 
Arm The ‘Arm’ of the Protocol-Specific Treatment Regimen the Patient Is to Receive 
CTEP Treatment 
Assignment Code 

The Appropriate Treatment Assignment Code (TAC) for the Regimen and Dose Level of 
This Course 

Treating Institution The Unique CTEP Institution Code Where the Patient Actually Receives This Course of 
Treatment 

Dose Change from 
TAC entered on Course 

Whether the Patient’s Treatment was Different form that Specified by the Treatment 
Assignment Code for This Course 

Course Disposition Whether the Course Has Been Conducted 
Response Assessment Patient’s Best Disease State as Assessed During the Course 
Response Notes The Reason for the Assessment 
Date of Response Date of the Earliest Evaluation Justifies Assessment (Format MM-DD-YYYY) 
Date of Progression Date of the Evaluation to Determine the Patient’s Disease Status of Progressive Disease 

(Format MM-DD-YYYY) 
Any AEs in this 
Course? 

Whether Adverse Event Has Occurred During the Course 

Start Date of Course Date the Course (Cycle) Began. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Stop Date of Course Date the Course (Cycle) End. The Original Value Used by System (Form YYYYMMDD) 
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Course Summary –V3 

Description 

This report lists course initiation and course assessment. It works on studies that are 
based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
Course # The Course Number  
Start Date of Course Date the Course (Cycle) Began (Format MM-DD-YYYY) 
Stop Date of Course Date the Course (Cycle) End (Format MM-DD-YYYY) 
Arm The ‘Arm’ of the Protocol-Specific Treatment Regimen the Patient Is to Receive 
CTEP Treatment 
Assignment Code 

The Appropriate Treatment Assignment Code (TAC) for the Regimen and Dose Level of 
This Course 

Treating Institution The Unique CTEP Institution Code Where the Patient Actually Receives This Course of 
Treatment 

Dose Change from 
TAC entered on Course 

Whether the Patient’s Treatment was Different form that Specified by the Treatment 
Assignment Code for This Course 

Course Disposition Whether the Course Has Been Conducted 
Response Assessment Patient’s Best Disease State as Assessed During the Course 
Response Notes The Reason for the Assessment 
Date of Response Date of the Earliest Evaluation Justifies Assessment (Format MM-DD-YYYY) 
Date of Progression Date of the Evaluation to Determine the Patient’s Disease Status of Progressive Disease 

(Format MM-DD-YYYY) 
Any AEs in this 
Course? 

Whether Adverse Event Has Occurred During the Course 

Start Date of Course Date the Course (Cycle) Began. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Stop Date of Course Date the Course (Cycle) End. The Original Value Used by System (Form YYYYMMDD) 
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Study Drug Administration –V1 

Description 

This report lists study drug administration information. It works on studies that are based 
on the 3.02 and 3.10 templates.  

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
MRN Patient’ Local Identifier Used by the Treating Institution 
Initials Patient Initials 
Visit Clinical Event 
Course Day Number of Days Since The Beginning of The Course The Drug Given Is Related To 
Start Date  Date the Medication Was Administrated (Format MM-DD-YYYY) 
Medication Name of the Drug 
Dose Level The Planned Amount of Medication 
Schedule Medication Schedule Indicated In the Protocol 
Route Route the Medication Given 
Actual Dose The Total Actual Dose Given for the Medication by the Time Period Indicated 
Actual UOM The Actual Dose Level Unit of Measurement 
Duration Time Period the Medication Given 
Duration UOM Unit of Measurement for The Time Period Duration 
Start Date  Date the Medication Was Administrated. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Study Drug Administration –V2 

Description 

This report lists study drug administration information. It works on studies that are based 
on the 3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
MRN Patient’ Local Identifier Used by the Treating Institution 
Initials Patient Initials 
Visit Clinical Event 
Day in Course Number of Days Since The Beginning of The Course The Drug Given Is Related To 
Start Date  Date the Medication Was Administrated (Format MM-DD-YYYY) 
Start Time Time the Medication Was Administrated 
Stop Date  Date the Medication Was Discontinued (Format MM-DD-YYYY) 
Stop Time Time the Medication Was Discontinued 
Medication Name of the Drug 
Dose Level The Planned Amount of Medication 
Schedule Medication Schedule Indicated In the Protocol 
Route Route the Medication Given 
Actual Dose The Total Actual Dose Given for the Medication by the Time Period Indicated 
Actual UOM The Actual Dose Level Unit of Measurement 
Duration Time Period the Medication Given 
Duration UOM Unit of Measurement for The Time Period Duration 
Start Date  Date the Medication Was Administrated. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 141 OF 201 

 Study Drug Administration –V3 

Description 

This report lists study drug administration information. It works on studies that are based 
on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
MRN Patient’ Local Identifier Used by the Treating Institution 
Initials Patient Initials 
Visit Clinical Event 
Day in Course Number of Days Since The Beginning of The Course The Drug Given Is Related To 
Start Date  Date the Medication Was Administrated (Format MM-DD-YYYY) 
Start Time Time the Medication Was Administrated 
Stop Date  Date the Medication Was Discontinued (Format MM-DD-YYYY) 
Stop Time Time the Medication Was Discontinued 
Medication Name of the Drug 
Dose Level The Planned Amount of Medication 
Schedule Medication Schedule Indicated In the Protocol 
Route Route the Medication Given 
Actual Dose The Total Actual Dose Given for the Medication by the Time Period Indicated 
Actual UOM The Actual Dose Level Unit of Measurement 
Duration Time Period the Medication Given 
Duration UOM Unit of Measurement for The Time Period Duration 
Start Date  Date the Medication Was Administrated. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Missed Medication –V1 

Description 

This report lists missed medications. It works on studies that are based on the 3.12 
template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Initials Patient Initials 
Visit Clinical Event 
Date of Missed Dose Date the Medication Was Not Administrated (Format MM-DD-YYYY) 
Medication Name of the Missed Drug 
Missed Dose Amount The Actual Amount of Medication Missed  
Dose UOM Missed Dose Amount Unit of Measurement 
Date of Missed Dose Date the Medication Was Not Administrated. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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 Missed Medication –V2 

Description 

This report lists missed medications. It works on studies that are based on the 2007R1 
template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Initials Patient Initials 
Visit Clinical Event 
Start Date of Missed 
Dose 

Start Date the Medication Was Not Administrated (Format MM-DD-YYYY) 

Stop Date of Missed 
Dose 

Stop Date the Medication Was Not Administrated (Format MM-DD-YYYY) 

Medication Name of the Missed Drug 
Total Missed Dose 
Amount 

The Actual Amount of Medication Missed  

Dose UOM Missed Dose Amount Unit of Measurement 
Start Date of Missed 
Dose 

Start Date the Medication Was Not Administrated. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial 
Date 

Reason for Missed 
Dose 

Reason for Missed Dose Entered 

Explain 'Other' Reason 
Missed 

The Explanation for ‘Other’ Reason for Missed Dose 
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Infection Episode –V1 

Description 

This report lists infection episodes. It works on studies that are based on the 3.02 and 3.10 
templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Onset Date the Infection Episode Began (Format MM-DD-YYYY) 
Date Resolved Date the Infection Episode Resolved (Format MM-DD-YYYY) 
Infection Type Date the Medication Was Not Administrated (Format MM-DD-YYYY) 
Primary Site Primary Site of the Infection 
Infectious Agent The Actual Infectious Agent 
Treatment The Treatment (or Lack of) Given for the Infection 
Outcome Outcome of the Infection 
Date of Onset Date the Infection Episode Began. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date the Infection Episode Resolved . The Original Value Used by System (Form 

YYYYMMDD) 
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Infection Episode -V2 

Description 

This report lists infection episodes. It works on studies that are based on the 3.12 
template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Onset Date the Infection Episode Began (Format MM-DD-YYYY) 
Date Resolved Date the Infection Episode Resolved (Format MM-DD-YYYY) 
Infection Type Date the Medication Was Not Administrated (Format MM-DD-YYYY) 
Primary Site Primary Site of the Infection 
Infectious Agent The Actual Infectious Agent 
Treatment The Treatment (or Lack of) Given for the Infection 
Procedure The Procedure Done for the Infection 
Outcome Outcome of the Infection 
Date of Onset Date the Infection Episode Began. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date the Infection Episode Resolved. The Original Value Used by System (Form 

YYYYMMDD) 
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Infection Episode –V3 

Description 

This report lists infection episodes. It works for studies based on the 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Onset Date the Infection Episode Began (Format MM-DD-YYYY) 
Date Resolved Date the Infection Episode Resolved (Format MM-DD-YYYY) 
Infection Type Date the Medication Was Not Administrated (Format MM-DD-YYYY) 
Primary Site Primary Site of the Infection 
Infectious Agent The Actual Infectious Agent 
Treatment The Treatment (or Lack of) Given for the Infection 
Procedure The Procedure Done for the Infection 
Outcome Outcome of the Infection 
Date of Onset Date the Infection Episode Began. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date the Infection Episode Resolved. The Original Value Used by System (Form 

YYYYMMDD) 
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Infection Episode –V4 

Description 

This report lists infection episodes. It works for studies based on the 2008V1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2008V1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Onset Date the Infection Episode Began (Format MM-DD-YYYY) 
Date Resolved Date the Infection Episode Resolved (Format MM-DD-YYYY) 
Infection Type Date the Medication Was Not Administrated (Format MM-DD-YYYY) 
Primary Site Primary Site of the Infection 
Infectious Agent The Actual Infectious Agent 
Treatment The Treatment (or Lack of) Given for the Infection 
Procedure The Procedure Done for the Infection 
Outcome Outcome of the Infection 
Date of Onset Date the Infection Episode Began. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Date Resolved Date the Infection Episode Resolved. The Original Value Used by System (Form 

YYYYMMDD) 
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Off Treatment Off Study Reports 

Off Treatment/Off Study -V1  

Description 

This report lists the off treatment/study summary. It works on studies that are based on the 
3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-YYYY) 
Reason Off Treatment Reason the Patient Went Off Treatment 
Reason for Off Treatment, 
Other 

The Explanation of ‘Other’ for Reason Off Treatment 

Date Off Protocol Follow-up Date the Patient Completes or Is Removed from the Protocol-Specific Follow-up 
Phase (Format MM-DD-YYYY) 

Response Assessment The Best Overall Response to Treatment While on Protocol 
Date of Best Response Date of Treatment Response Was First Observed or Began  
Date of Progression Date of The Progression (or Relapse) Was First Observed 
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Off Treatment/Off Study –V2 

Description 

This report lists the off treatment/study summary. It works on studies that are based on the 
3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-YYYY) 
Reason Off Treatment Reason the Patient Went Off Treatment 
Reason for Off Treatment, 
Other 

The Explanation of ‘Other’ for Reason Off Treatment 

Date of Last Medication 
Adm 

Date the Last Medication Was Administrated (Format MM-DD-YYYY) 

Date from Which to Stop 
Including Labs 

Date the Lab Data Stops Being Loaded 

Response Assessment The Best Overall Response to Treatment While on Protocol 
Date of Best Response Date of Treatment Response Was First Observed or Began  
Date of Disease Progression Date of The Progression (or Relapse) Was First Observed 
Date Off Study Date the Patient Went Off Study (Format MM-DD-YYYY) 
Reason Off Study Reason the Patient Went Off Study 
Reason for Off Study, Other The Explanation of ‘Other’ for Reason Off Study 
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Off Treatment/Off Study –V3 

Description 

This report lists the off treatment/study summary. It works on studies that are based on the 
2007R1 template. 

 

 

Access 

User Level: Public 

Study Level: CCR 2007R1  STD 

Columns  

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-YYYY) 
Reason Off Treatment Reason the Patient Went Off Treatment 
Explain ‘Other’ Reason for 
Off Treatment, Other 

The Explanation of ‘Other’ for Reason Off Treatment 

Date of Last Medication 
Administration 

Date the Last Medication Was Administrated (Format MM-DD-YYYY) 

Date from Which to Stop 
Including Labs 

Date the Lab Data Stops Being Loaded 

Best Response to 
Treatment 

The Best Overall Response to Treatment While on Protocol 

Date of Best Response Date of Treatment Response Was First Observed or Began (Format MM-DD-YYYY) 
Date of Disease Progression Date of The Progression (or Relapse) Was First Observed (Format MM-DD-YYYY) 
Date Off Study Date the Patient Went Off Study (Format MM-DD-YYYY) 
Reason Off Study Reason the Patient Went Off Study 
Explain ‘Other’ Reason The Explanation of ‘Other’ for Reason Off Study 
Off Study Date of Disease 
Progression  
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Off Treatment/Off Study –V4 

Description 

This report lists the off treatment/study summary. It works on studies that are based on the 
2008V1 template. 

 

 

Access 

User Level: Public 

Study Level: CCR 2008V1  STD 

Columns  

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC 
Date Off Treatment Date the Patient Completes All Courses or Is Discontinued (Format MM-DD-YYYY) 
Reason Off Treatment Reason the Patient Went Off Treatment 
Explain ‘Other’ Reason for 
Off Treatment, Other 

The Explanation of ‘Other’ for Reason Off Treatment 

Date of Last Medication 
Administration 

Date the Last Medication Was Administrated (Format MM-DD-YYYY) 

Best Response to 
Treatment 

The Best Overall Response to Treatment While on Protocol 

Date of Best Response Date of Treatment Response Was First Observed or Began (Format MM-DD-YYYY) 
Date of Disease Progression Date of The Progression (or Relapse) Was First Observed (Format MM-DD-YYYY) 
Date Off Study Date the Patient Went Off Study (Format MM-DD-YYYY) 
Reason Off Study Reason the Patient Went Off Study 
Explain ‘Other’ Reason The Explanation of ‘Other’ for Reason Off Study 
Off Study Date of Disease 
Progression  
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Follow-up –V1 

Description 

This report lists the off treatment/study summary. It works on studies that are based on the 
3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Actual Visit Actual Clinical Event Number 
Date of Last Contact Date the Patient Was Last Contacted (Format MM-DD-YYYY) 
Patient Status Patient’s Last Known Status 
Explain 'Unknown' 
Patient Status 

The Explanation of ‘Unknown’ for Patient Status 

Date of Last Contact Date the Patient Was Last Contacted. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 153 OF 201 

Follow-up -V2 

Description 

This report lists the off treatment/study summary. It works on studies that are based on the 
3.12 and 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Actual Visit Actual Clinical Event Number 
Date of Last Contact Date the Patient Was Last Contacted (Format MM-DD-YYYY) 
Type of Contact How the Information Was Obtained  
Received Treatment 
Since Last Contact 

Whether the Patient Has Received Further Treatment Since the Last Contact 

Patient Status Patient’s Last Known Status 
Explain 'Unknown' Patient 
Status 

The Explanation of ‘Unknown’ for Patient Status 

Date of Last Contact Date the Patient Was Last Contacted. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Survival –V1 

Description 

This report lists the death and autopsy information. It works on studies that are based on 
the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Death Date the Patient Died (Format MM-DD-YYYY) 
Cause of Death  Caused of Death When Patient Died without Intervening Therapy Specific to the 

Disease for Which the Patient Was Put on Study  
Other Cause of Death Succinct Description of ‘Other’ Cause of Death  
Autopsy? Whether the Result of An Autopsy Are Available 
Cause of Death (Autopsy 
Finding) 

Cause of Death Determined by Autopsy 

Explain `Other' Autopsy 
Finding Cause of Death 

Succinct Description of ‘Other’ Cause of Death by Autopsy Finding 
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Survival –V2 

Description 

This report lists the death and autopsy information. It works on studies that are based on 
the 3.12 template.  

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Death Date the Patient Died (Format MM-DD-YYYY) 
Cause of Death (Presumed) Caused of Death When Patient Died without Intervening Therapy Specific to the 

Disease for Which the Patient Was Put on Study  
Explain `Other' Presumed 
Cause of Death 

Succinct Description of ‘Other’ Cause of Death  

Autopsy Results Available? Whether the Result of An Autopsy Are Available 
Cause of Death (Autopsy 
Finding) 

Cause of Death Determined by Autopsy 

Explain `Other' Autopsy 
Finding Cause of Death 

Succinct Description of ‘Other’ Cause of Death by Autopsy Finding 
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Survival –V3 

Description 

This report lists the death and autopsy information. It works on studies that are based on 
the 2007 R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Death Date the Patient Died (Format MM-DD-YYYY) 
Cause of Death (Presumed) Caused of Death When Patient Died without Intervening Therapy Specific to the 

Disease for Which the Patient Was Put on Study  
Explain `Other' Presumed 
Cause of Death 

Succinct Description of ‘Other’ Cause of Death  

Autopsy Results Available? Whether the Result of An Autopsy Are Available 
Cause of Death (Autopsy 
Finding) 

Cause of Death Determined by Autopsy 

Explain `Other' Autopsy 
Finding Cause of Death 

Succinct Description of ‘Other’ Cause of Death by Autopsy Finding 
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Labs Reports 

Toxic Labs 

Description 

This report lists all labs with abnormal grade.  

 

Access 

User Level: Public 

Study Level: Lab Union or Lab All 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date Lab Loading/Entry Date 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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All Labs 

Description 

This report lists all labs per patient, lab test name, in chronological order. Parameters for 
load and sample date ranges and lab test name.  

 

 

 Access 

User Level: Public 

Study Level: Lab All 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date and Time Lab Loading Date and Time 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Course # The Course Number that This Lab Is Related to 
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Day in Course (Cycle) The Day in Course Since the Beginning of Course This Lab Is Related to 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
Lab Lab Resource 
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All Labs 

Description 

This report lists all labs with values. Do not use patient selection criteria. Use the filter 
output to set patient, date and other criteria. 

 

 Access 

User Level: Public 

Study Level: Lab Union  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date Lab Loading/Entry Date 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Screening Labs 

Description 

This report lists labs prior or equal to the first course start date. 

 

Access 

User Level: Public 

Study Level: Lab Union or Lab All 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date of Registration Date the Patient Was Registered to the Study (Format MM-DD-YYYY) 
Date from which to Start 
Including labs 

Date the Lab Loading Start (Format MM-DD-YYYY) 

Date Informed Consent Signed Date the Patient Signed the Informed Consent From (Format MM-DD-YYYY) 
First Course Start Date Date the First Course Started (Format MM-DD-YYYY) 
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Screening Labs  –V1 

Description 

This report lists labs prior or equal to the first course start date. 

 

Access 

User Level: Public 

Study Level: Lab Union or Lab All 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Date from which to Start 
Including labs 

Date the Lab Loading Start (Format MM-DD-YYYY) 

Date Informed Consent Signed Date the Patient Signed the Informed Consent From (Format MM-DD-YYYY) 
First Course Start Date Date the First Course Started (Format MM-DD-YYYY) 
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Labs Post Off Treatment 

Description 

This report lists labs post off treatment date. Used for Lab Union studies. 

 

Access 

User Level: Builder, QA; 

Study Level: Lab Union  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date Lab Loading/Entry Date 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Labs Post Off Treatment –V1 

Description 

This report lists labs post off treatment date. Used for Lab All studies. It works on studies 
that are based on the 3.02 and 3.10 templates. 

 

Access 

User Level: Builder, QA; 

Study Level: Lab All  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date Lab Loading/Entry Date 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Labs Post Off Treatment –V2 

Description 

This report lists labs post off treatment date. Used for Lab All studies. It works on studies 
that are based on the 3.12 template.  

 

Access 

User Level: Builder, QA; 

Study Level: Lab All  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date Lab Loading/Entry Date 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Labs Post Off Treatment –V3 

Description 

This report lists labs post off treatment date. Used for Lab All studies. It works on studies 
that are based on the 2007R1 template.  

 

Access 

User Level: Builder, QA; 

Study Level: CCR 2007R1 STD, Lab all  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit  Clinical Visit  
Sub Visit Clinical Sub Visit Number 
Loaded Date Lab Loading/Entry Date 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Lab Test Lab Test Name 
Value Lab Test Result Value 
UOM Lab Test Unit of Measurement 
Normal Range The Lab Normal Range 
Range Indicator Indicates How the Lab Result Value Compares to The  Normal Range 
Grade Grade of This Lab Using CTC Version 2.0 or 3.0 
Document Number System Generated Document Number 
Repeat # The Repeat Sequence Number  
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Mapping: Mapped Labs Count 

Description 

This report lists count of mapped labs between CDW and C3D. Load Flags 'C' and 'U' are 
included. 

 

Access 

User Level: Public  

Study Level: CCR_Program 

Columns 

Field Description 
C3D Study Protocol Number for which Access is being Queried 
Source Lab Test Name CDW Lab Test Name  
Source Test Code CDW Lab Test Code 
Test Component ID CDW Lab Test ID 
C3D Lab Test Name C3D Lab Test  
C3D Lab Visit Lab Visit 
C3D Lab DCM DCM Name 
C3D Lab Subset DCM Subset Name 
Count Mapped Lab Results Number of the Lab Result That Shared the Same Information 
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Mapping: Loaded Labs Details 

Description 

This report lists loaded labs from CDW to C3D. Load Flags 'C' and 'U' are included. 

 

Access 

User Level: Public  

Study Level: CCR_Program 

Columns 

Field Description 
C3D Study Protocol Number for which Access is being Queried 
C3D Patient C3D Patient ID Displayed on RDC 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Source Lab Test Name CDW Lab Test Name  
Source Test Code CDW Lab Test Code 
C3D Lab Test Name C3D Lab Test  
Source Lab Value CDW Lab Test Value 
Source Lab UOM CDW Lab Unit of Measurement 
Source Normal Range CDW Lab Normal Range 
Source Lab Grade CDW Lab Grade 
Loaded Date Lab Loading/Entry Date 
C3D Lab Visit Lab Visit 
C3D Lab DCM DCM Name 
C3D Lab Subset DCM Subset Name 
Count Mapped Lab Results Number of the Lab Result That Shared the Same Information 
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Mapping: Rejected Labs Details 

Description 

This report lists rejected labs from CDW to C3D. Load Flags 'C' and 'U' are excluded. 

 

Access 

User Level: Public  

Study Level: CCR_Program 

Columns 

Field Description 
C3D Study Protocol Number for which Access is being Queried 
C3D Patient C3D Patient ID Displayed on RDC 
Lab Date Date the Lab Sample Was Collected (Format YYYYMMDD) 
Lab Time Time the Lab Sample Was Collected 
Source Lab Test Name CDW Lab Test Name  
Source Test Code CDW Lab Test Code 
Source Lab Value CDW Lab Test Value 
Source Lab UOM CDW Lab Unit of Measurement 
Source Normal Range CDW Lab Normal Range 
Received Date  
Error Reason CDW Lab Grade 
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Mapping: Labs and AEs CTC 2.0 

Description 

This report lists the unique link between lab and AE term for version 2.0. Note that if one 
term is linked to more than one lab test, there is no way to maintain the unique 
relationship. But one lab can link to more than one AE term. 

 

Access 

User Level: Public  

Study Level: Global 

Columns 

Field Description 
Category Term CTC Term Expressed by Category::Term 
MEDDRA Code MEDDRA Code for the Corresponding Category Term 
Related Lab The Lab Test That is Uniquely Linked to the Category Term 
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Mapping: Labs and AEs CTC 3.0 

Description 

This report lists the unique link between lab and AE term for version 3.0. Note that if one 
term is linked to more than one lab test, there is no way to maintain the unique 
relationship. But one lab can link to more than one AE term. 

 

 

Access 

User Level: Public  

Study Level: Global 

Columns 

Field Description 
Category Adverse Event Category 
AE Term CTC Term Expressed by Term 
Category Term CTC Term Expressed by Category::Term 
MEDDRA Code MEDDRA Code for the Corresponding Category Term 
Related Lab The Lab Test That is Uniquely Linked to the Category Term 
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Procedures/Concomitant Therapy Reports 

Procedure -Common Literal Labs -V1 

Description 

This report lists all common literal labs. It works on studies that are based on the 3.02 and 
3.10 templates.  

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number that This Procedure Is Related to 
Day in Course The Day in Course Since the Beginning of Course This Procedure Is Related to 
Date Date the Procedure Was Done (Format MM-DD-YYYY) 
Time Time the Procedure Was Done 
Procedure Name of the Procedure 
Body Site The Applicable Body Site 
Abnormal Results Status of the Finding Results 
Findings Findings of the Procedure 
Date Date the Procedure Was Done. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Procedure -Common Literal Labs –V2 

Description 

This report lists all common literal labs. It works on studies that are based on the 3.12 
template.     

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number that This Procedure Is Related to 
Day in Course The Day in Course Since the Beginning of Course This Procedure Is Related to 
Date Date the Procedure Was Done (Format MM-DD-YYYY) 
Time Time the Procedure Was Done 
Procedure Name of the Procedure 
Body Site The Applicable Body Site 
Abnormal Results Status of the Finding Results 
Findings Findings of the Procedure 
Date Date the Procedure Was Done. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Procedure -Common Literal Labs –V3 

Description 

This report lists all common literal labs. It works on studies that are based on the 2007R1 
template.     

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number that This Procedure Is Related to 
Day in Course The Day in Course Since the Beginning of Course This Procedure Is Related to 
Date Date the Procedure Was Done (Format MM-DD-YYYY) 
Time Time the Procedure Was Done 
Procedure Name of the Procedure 
Body Site The Applicable Body Site 
Abnormal Results Status of the Finding Results 
Findings Findings of the Procedure 
Date Date the Procedure Was Done. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Concomitant Measures -V1 

Description 

This report lists concomitant measures/medication. It works on studies that are based on 
the 3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
Repeat # The Repeat Sequence Number 
Course # The Course Number that This Medication or Measure Started 
Day in Course The Day in Course that This Medication or Measure Started 
Start Date State Date of the Measure or Medication (Format MM-DD-YYYY) 
Stop Date Stop Date of the Measure or Medication (Format MM-DD-YYYY) 
Agent Name Name of Medication 
Procedure Name of Procedure/Measure 
Total Daily Dose Total Daily Dose of the Agent 
Dose UOM Total Daily Dose Unit of Measurement 
Schedule Frequency of Medication or Measure 
Route Route the Medication or Measure Given 
Reason Reason the Medication Is Being Administered or Measure Done 
Start Date State Date of the Measure or Medication. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Stop Date Stop Date of the Measure or Medication. The Original Value Used by System (Form 

YYYYMMDD) 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 176 OF 201 

Concomitant Measures –V2 

Description 

This report lists concomitant measures/medication. It works on studies that are based on 
the 3.12 and 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit # Clinical Visit Number 
Sub Visit Clinical Sub Visit Number 
Repeat # The Repeat Sequence Number 
Course # The Course Number that This Medication or Measure Started 
Day in Course The Day in Course that This Medication or Measure Started 
Start Date State Date of the Measure or Medication (Format MM-DD-YYYY) 
Stop Date Stop Date of the Measure or Medication (Format MM-DD-YYYY) 
Agent Name Name of Medication 
Procedure Name of Procedure/Measure 
Total Daily Dose Total Daily Dose of the Agent 
Dose UOM Total Daily Dose Unit of Measurement 
Schedule Frequency of Medication or Measure 
Route Route the Medication or Measure Given 
Reason Reason the Medication Is Being Administered or Measure Done 
Start Date State Date of the Measure or Medication. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
Stop Date Stop Date of the Measure or Medication. The Original Value Used by System (Form 

YYYYMMDD) 
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Cardiac 

Description 

This report lists cardiac information. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Course # The Course Number that This Cardiac Ejection Result Is Related 
Day in Course The Day in Course Since the Beginning of Course This Cardiac Ejection Result Is Related 
Evaluation Date Date the Procedure Was Performed (Format MM-DD-YYYY) 
Time Time the Procedure Was Performed 
Procedure Name of Procedure 
Pre-Ejection Period Pre-Ejection Period 
LV Ejection Time Left Ventricular Ejection Time 
LV Ejection Fraction % Left Ventricular Ejection Fraction 
Evaluation Date Date the Procedure Was Performed. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Chimerism –V1 

Description 

This report lists chimerism information. 

 

Access 

User Level: Public 

Study Level: CCR_Program  

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Course # The Course Number that This Cardiac Ejection Result Is Related 
Day in Course The Day in Course Since the Beginning of Course This Cardiac Ejection Result Is Related 
Test Date Date the Test Was Performed (Format MM-DD-YYYY) 
Time Time the Test Was Performed 
Days Post Transplant Number of Days Before or After the Transplant that the Test Was Done 
Specimen Specimen Type 
Result (%) Test Result 
Comments Comments to the Test 
Test Date Date the Test Was Performed. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Chimerism -V2 

Description 

This report lists chimerism information. Work for studies based on 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Course # The Course Number that This Cardiac Ejection Result Is Related 
Day in Course The Day in Course Since the Beginning of Course This Cardiac Ejection Result Is Related 
Test Date Date the Test Was Performed (Format MM-DD-YYYY) 
Time Time the Test Was Performed 
Days Post Transplant Number of Days Before or After the Transplant that the Test Was Done 
Specimen Specimen Type 
Result (%) Test Result 
Comments Comments to the Test 
Test Date Date the Test Was Performed. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Blood Transfusion –V1 

Description 

This report lists blood transfusion information. It works on studies that are based on the 
3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Transfusion Date the Transfusion Was Performed (Format MM-DD-YYYY) 
Time Time the Transfusion Was Performed 
Whole Blood Fresh Unit of Fresh Whole Blood 
Whole Blood Stored Unit of Stored Whole Blood 
Packed Red Cells Fresh Unit of Fresh Packed Red Cells 
Packed Red Cells Stored Unit of Stored Packed Red Cells 
Packed White Cells Unit of Packed White Cells 
Platelets Unit of Platelets 
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Blood Transfusion –V2 

Description 

This report lists blood transfusion information. It works on studies that are based on the 
3.12 or 2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Repeat # The Repeat Sequence Number 
Date of Transfusion Date the Transfusion Was Performed (Format MM-DD-YYYY) 
Time Time the Transfusion Was Performed 
Transfusion Component Transfusion Component 
# of Units Unit of the Corresponding Transfusion Component 
Date of Transfusion Date the Transfusion Was Performed. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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PK/Correlative Sciences Report 

PK –V1 

Description 

This report lists pharmacokinetics information. It works on studies that are based on the 
3.02 and 3.10 templates. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC  
Agent Name of Study Agent Which Is the Subject of the Pharmacokinetic Study 
Start Date Date the Study Agent Administration Was Started (Format MM-DD-YYYY) 
Start Date Date the Study Agent Administration Was Started. The Original Value Used by 

System (Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Start Time Time the Study Agent Administration Was Started 
Stop Time Time the Study Agent Administration Was Stopped 
Specimen Sampled Body Fluid That Is Being Collected for the Biological Samples 
Sample ID Unique Sample Identification Number for Each Time Point Sample 
Planned Interval Planned Interval on Protocol 
Actual Start Date Specimen Collection Date (Format MM-DD-YYYY) 
Actual Start Date Specimen Collection Date. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Actual Start Time Specimen Collection Time 
Actual Time Interval Actual Interval From the Study Agent Start Time 
Parent Assay 1 Result of Parent Assay for the Study Agent 
Parent Assay 2 Second Result of Parent Assay for the Study Agent 
Parent Assay Mean Parent Study Agent mean Concentration 
Parent Assay UOM Parent Study Agent mean Concentration Unit of Measurement 
Metabolite Assay 1 First Metabolite Assay Result for the Study Agent 
Metabolite Assay 2 Second Metabolite Assay Result for the Study Agent 
Metabolite Assay Mean Metabolite Assay mean Concentration 
Metabolite Assay UOM Metabolite Assay mean Concentration Unit of Measurement 
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PK –V2 

Description 

This report lists pharmacokinetics information. It works on studies that are based on the 
3.12 template. 

 

Access 

User Level: Public 

Study Level: CCR_Program 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC  
Agent Name of Study Agent Which Is the Subject of the Pharmacokinetic Study 
Start Date Date the Study Agent Administration Was Started (Format MM-DD-YYYY) 
Start Date Date the Study Agent Administration Was Started. The Original Value Used by 

System (Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Start Time Time the Study Agent Administration Was Started 
Stop Time Time the Study Agent Administration Was Stopped 
Specimen Sampled Body Fluid That Is Being Collected for the Biological Samples 
Sample ID Unique Sample Identification Number for Each Time Point Sample 
Planned Interval Planned Interval on Protocol 
Actual Start Date Specimen Collection Date (Format MM-DD-YYYY) 
Actual Start Date Specimen Collection Date. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting 
Actual Start Time Specimen Collection Time 
Actual Time Interval Actual Interval From the Study Agent Start Time 
Parent Assay 1 Result of Parent Assay for the Study Agent 
Parent Assay 2 Second Result of Parent Assay for the Study Agent 
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Parent Assay Mean Parent Study Agent mean Concentration 
Parent Assay UOM Parent Study Agent mean Concentration Unit of Measurement 
Metabolite Assay 1 First Metabolite Assay Result for the Study Agent 
Metabolite Assay 2 Second Metabolite Assay Result for the Study Agent 
Metabolite Assay Mean Metabolite Assay mean Concentration 
Metabolite Assay UOM Metabolite Assay mean Concentration Unit of Measurement 
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PK –V3 

Description 

This report lists pharmacokinetics information. It works on studies that are based on the 
2007R1 template. 

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC  
Agent Name of Study Agent Which Is the Subject of the Pharmacokinetic Study 
Start Date Date the Study Agent Administration Was Started (Format MM-DD-YYYY) 
Start Date Date the Study Agent Administration Was Started. The Original Value Used by 

System (Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Start Time Time the Study Agent Administration Was Started 
Stop Time Time the Study Agent Administration Was Stopped 
Specimen Sampled Body Fluid That Is Being Collected for the Biological Samples 
Sample ID Unique Sample Identification Number for Each Time Point Sample 
Planned Interval Planned Interval on Protocol 
Actual Start Date Specimen Collection Date (Format MM-DD-YYYY) 
Actual Start Date Specimen Collection Date. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting 
Actual Start Time Specimen Collection Time 
Actual Time Interval Actual Interval From the Study Agent Start Time 
Parent Assay 1 Result of Parent Assay for the Study Agent 
Parent Assay 2 Second Result of Parent Assay for the Study Agent 
Parent Assay Mean Parent Study Agent mean Concentration 
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Parent Assay UOM Parent Study Agent mean Concentration Unit of Measurement 
Metabolite Assay 1 First Metabolite Assay Result for the Study Agent 
Metabolite Assay 2 Second Metabolite Assay Result for the Study Agent 
Metabolite Assay Mean Metabolite Assay mean Concentration 
Metabolite Assay UOM Metabolite Assay mean Concentration Unit of Measurement 
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PK –V4 

Description 

This report lists pharmacokinetics information. It works on studies that are based on the 
2008V1 template. 

 

 

Access 

User Level: Public 

Study Level: CCR 2008V1 STD 

Columns 

Field Description 
Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Visit Clinical Event 
DCM Subset Name DCM Subset Name on RDC  
Agent Name of Study Agent Which Is the Subject of the Pharmacokinetic Study 
Start Date Date the Study Agent Administration Was Started (Format MM-DD-YYYY) 
Start Date Date the Study Agent Administration Was Started. The Original Value Used by 

System (Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by 
Invalid/Partial Date 

Start Time Time the Study Agent Administration Was Started 
Stop Time Time the Study Agent Administration Was Stopped 
Specimen Sampled Body Fluid That Is Being Collected for the Biological Samples 
Sample ID Unique Sample Identification Number for Each Time Point Sample 
Planned Interval Planned Interval on Protocol 
Actual Start Date Specimen Collection Date (Format MM-DD-YYYY) 
Actual Start Date Specimen Collection Date. The Original Value Used by System (Form YYYYMMDD). 

Used for Sorting 
Actual Start Time Specimen Collection Time 
Actual Time Interval Actual Interval From the Study Agent Start Time 
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Parent Assay 1 Result of Parent Assay for the Study Agent 
Parent Assay 2 Second Result of Parent Assay for the Study Agent 
Parent Assay Mean Parent Study Agent mean Concentration 
Parent Assay UOM Parent Study Agent mean Concentration Unit of Measurement 
Metabolite Assay 1 First Metabolite Assay Result for the Study Agent 
Metabolite Assay 2 Second Metabolite Assay Result for the Study Agent 
Metabolite Assay Mean Metabolite Assay mean Concentration 
Metabolite Assay UOM Metabolite Assay mean Concentration Unit of Measurement 
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Standardized Pick Lists 

CTC 2.0 

Description 

This report lists the CTEP CTC version 2.0 for Adverse Events. 

 

Access 

User Level: Public  

Study Level: Global 

Columns 

Field Description 
Meddra Code MEDDRA Code for the Corresponding Category Term 
Category Adverse Event Category 
Term CTC Term Expressed by Category: Term 
Description Required If Term requires further description, for example if term is 

Allergy- other (specify,--)  then further details are required  
Related Lab Name of the Related C3D Lab Test 
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CTC 3.0 

Description 

This report lists CTEP CTC version 3.0 for Adverse Events. 

 

 

Access 

User Level: Public  

Study Level: Global 

Columns 

Field Description 
Category Adverse Event Category 
AE Term CTC Term Expressed by Term 
Category Term CTC Term Expressed by Category: Term 
MEDDRA Code MEDDRA Code for the Corresponding Category Term 
MEDDRA TERM Description of MEDDRA code term 
Related Lab Name of the Related C3D Lab Test 
Description Required If Term requires further description, for example if term is 

Allergy- other (specify,--)  then further details are required  
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CTEP Institute 

Description 

This report lists all the CTEP institutes. 

 

Access 

User Level: Public  

Study Level: Global 

Columns 

Field Description 
Code Code of the Institute 
Institute Name Name of the Institute  
City City Where the Institute Locates 
State State Where the Institute Locates 
Country Country Where the Institute Locates 

 
 



  

CCR I-REVIEW REPORTS                                                                                                                       PAGE 193 OF 201 

 

Ongoing 

Diagnostic ECG 

Description 

This report lists diagnostic ECGs. It works for studies that are based on the 2007R1 
templates.  

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Clinical Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Course # The Course Number that This ECG  Is Related to 
Day in Course The Day in Course Since the Beginning of Course This ECG Is Related to 
Date of Examination Date the ECG was done (Format MM-DD-YYYY) 
Time Time the ECG Was Done 
QRSD Interval QRS duration (QRSD) interval in milliseconds 
QT Interval QT interval in milliseconds 
QTC Interval QTC interval in milliseconds 
PR Interval PR interval in milliseconds 
ECG Impression Summary finding 
Rate Patient’s pulse rate 
Rhythm Rhythm finding 
P Wave P Wave finding 
QRS Complex QRS complex finding  
ST Segment ST Segment finding 
Arrhythmia Type Patient’s arrhythmia type 
Comments Comments applicable to the ECG. 
Date of Examination Date the examination was Done. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Radiation 

Description 

This report lists details of Radiation therapy. It works for studies that are based on the 
2007R1 templates.  

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Clinical Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Day in Course The Day in Course Since the Beginning of Course This radiation therapy Is Related to 
Course # The Course Number that This therapy Is Related to 
Start Date Date the radiation therapy started (Format MM-DD-YYYY) 
Start Time Start time of radiation therapy 
Stop Date Date of last dose of the radiation therapy(Format MM-DD-YYYY) 
Stop Time Stop time radiation therapy 
Radiation Type Type of radiation therapy 
Radiation Field Site of Radiation therapy 
Dose Total radiation dose patient received during treatment period 
Dose UOM Radiation dose unit of measurement 
Dose per Fraction Fractionated dose of radiation therapy administered to a treatment field or site 
Total Number of 
Fractions 

Number of dose portions or fractions of radiation therapy actually administered 

Elapsed Days Actual number of days radiation therapy administered 
Treatment Delivery 
Location 

Institute where radiation therapy was administered 

Start Date Date the radiation therapy was started. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Stop Date Date the last dose of radiation therapy was last taken. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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Radiation –V1 

Description 

This report lists details of Radiation therapy. It works for studies that are based on the 
2008V1 templates.  

 

Access 

User Level: Public 

Study Level: CCR 2008V1 STD 

Columns 

Field Description 
Clinical Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Day in Course The Day in Course Since the Beginning of Course This radiation therapy Is Related to 
Course # The Course Number that This therapy Is Related to 
Start Date Date the radiation therapy started (Format MM-DD-YYYY) 
Start Time Start time of radiation therapy 
Stop Date Date of last dose of the radiation therapy(Format MM-DD-YYYY) 
Stop Time Stop time radiation therapy 
Radiation Type Type of radiation therapy 
Radiation Field Site of Radiation therapy 
Dose Total radiation dose patient received during treatment period 
Dose UOM Radiation dose unit of measurement 
Dose per Fraction Fractionated dose of radiation therapy administered to a treatment field or site 
Total Number of 
Fractions 

Number of dose portions or fractions of radiation therapy actually administered 

Elapsed Days Actual number of days radiation therapy administered 
Treatment Delivery 
Location 

Institute where radiation therapy was administered 

Start Date Date the radiation therapy was started. The Original Value Used by System (Form 
YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Stop Date Date the last dose of radiation therapy was last taken. The Original Value Used by System 
(Form YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 

Other  Specify Description of ‘Other’ 
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Surgery 

Description 

This report lists details of Radiation therapy. It works for studies that are based on the 
2007R1 templates.  

 

Access 

User Level: Public 

Study Level: CCR 2007R1 STD 

Columns 

Field Description 
Clinical Study Protocol Number for which Access is being Queried 
Patient C3D Patient ID Displayed on RDC  
Day in Course The Day in Course Since the Beginning of Course This radiation therapy Is Related to 
Date of Surgery Date of Surgical procedure(Format MM-DD-YYYY) 
Procedure Procedure performed to diagnose /to treat patient’s disease 
Findings Findings of the procedure 
Residual Disease Extent of residual disease at the conclusion of the operation 
Were Margins Clear? Result of tissue margin examination 
Total LN Involved Number of Lymph nodes involved with disease as determined by pathologic examination 
Total LN Evaluated Total number of Lymph nodes removed and pathologically assessed for disease. 
Margin Comments Comment for margin examination 
Date of Surgery Date the radiation therapy was started. The Original Value Used by System (Form 

YYYYMMDD). Used for Sorting to Avoid the Problem Caused by Invalid/Partial Date 
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I-Review Fields 

I-Review Date types 

Actual Value Oracle Date Oracle Date (mm-dd-yyyy) Oracle Date (dd-mm-yyyy) RDC Date 
I-
Revie
w 

Exported 
Excel File 

I-Review Exporte
d Excel 
File 

I-Review Exported 
Excel File 

I-Review Exported 
Excel File 

10-FEB-2004 20040
210 

text, can use 
formula to 
convert to 
date 

10-Feb-04 date 02-10-2004 text, can 
use formula 
to convert 
to date 

10-02-2004 text, can use 
formula to 
convert to 
date 
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Common fields 

Question Useful? Description Example
Clinical Study Study number. 00_C_0079
DCM Name Probably Data Collection Module name. ADVERSE EVENTS
DCM subset Name Maybe Data Collection Module subset name. ALLAES
DCM Subset Number Maybe Data Collection Module subset number. 2
Document Number Yes Document Number. Unique eCRF identifier. Important when 

joining two or more DCMs of the same eCRF. First character 
indicates if record was batch loaded (D) or manually entered ®.

R14011234 OR D12345678

Site Site. Not very useful because we only have intramural studies with 
one site.

SITE_01

Investigator Name of the Principal Investigator. INV_17
Patient Yes Patient ID that appears on the left of the C3D RDC spreadsheet. 3
Accessible TS Accessible timestamp.
Login TS Login timestamp.
LstChg TS Last changed timestamp.
CPE Name Maybe Clinical Planned Event name. This is the C3D RDC Visit label that 

appears when the Tab 'Visit' is selected.
ONGOING, SCREENING, Etc.

Entered By User that entered the data.
Data Lock Flag Indicates if the data has been locked. N
DCM Date Yes Visit Date. 20050128
DCM Time Yes Visit Time. Only meaningful for labs. 150345
Repeat # Yes Record number in the repeating group. 3
Actual Event Maybe Combination of Visit and Sub Event. Useful Labs and unplanned 

visits. For example: 60.01. 
13

Sub Event Maybe Sequence number within a visit. See Actual Event. 2
Visit Maybe Number of the visit. This is the number displayed on the C3D 

RDC spreadsheet between the Phase and the DCI (eCRF) name.
13

Qualifying Value Yes Two or three letter abbreviation of the eCRF the data belongs to. 
For example: BC for Blood Collection.

BC, HM, UE, etc.

Qualifying Question Internal identifier number. Only useful for sophisticated reports.

Lab Yes Location the lab was performed. DLM, OUTSIDE, Duke, Georgetown, 
etc. For Example: DLM is the one for 
Dept of Lab Medicine - from the 
Clinical Center and available from 
CRIS. Other values are: OUTSIDE, 
Duke, Georgetown, etc.

Lab Range Subset 
Number

Internal use only

Lab Assignment Type 
Code

Internal use only

Lab Id Internal identifier number. Only useful for sophisticated reports.
DCM Id Internal identifier number. Only useful for sophisticated reports.
DCI Id Internal identifier number. Only useful for sophisticated reports.
Received DCM Id Internal identifier number. Only useful for sophisticated reports.
Received DCI Id Internal identifier number. Only useful for sophisticated reports.
Patient Position Id Internal identifier number. Only useful for sophisticated reports.
Clinical Study Id Internal identifier number. Only useful for sophisticated reports.
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Patient visit Date-Time Fields 

DCM Question Group Date Time Date Time 
Adverse Events Adverse Events Date of Onset - Date Resolved - 
Baseline Medical 
History 

Non-Repeating Data Date of Examination - - - 

Baseline Medical 
History 

Baseline Medical History - - - - 

Baseline Symptoms Baseline Symptoms Date of Onset - Date Resolved - 
Cardiac Cardiac Details Eval Date Time - - 
Chimerism Chimerism Test Date Time - - 
Chimerism Non-Repeating Data Date of Transplant - - - 
Comments Comments Date - - - 
Concomitant 
Measures/Medications 

Concomitant 
Measures/Medications 

Start Date - Stop Date - 

Course Assessement Non-Repeating Data Start Date of Course - End Date of Course, 
Date of Progression, 
Date of Response 

- 

Course Initiation Non-Repeating Data Start Date of Course - Stop Date of Course - 

Eligibility Checklist Eligibility Criteria - - - - 
Eligibility Checklist Non-Repeating Data Effective Date - - - 
Enrollment Non-Repeating Data Date Informed Conset 

Signed 
- Date of Registration - 

Extent of Disease Extent of Disease - Lesion 
Identification 

- - - - 

Extent of Disease Extent of Disease - Lesion 
Measurement 

Eval Date - - - 

Follow-up Patient Follow-up Date of Last Contact - - - 
Infection Episode Infection Episode Date of Onset - - - 
LAB_ALL Non-Repeating Data DCM Date DCM 

Time 
- - 

LAB_ALL Repeating Lab Group DCM Date DCM 
Time 

- - 

LAB_LL Procedures Date of Evaluation Time - - 
Off Treatment/Study Non-Repeating Data Date Off Treatment - Date Off Study, Date 

of Last Medication 
Administration, Date of 
Progression, Date of 
Response 

- 

Patient ID Patient Identification - - - - 
Pharmacokinetics Non-Repeating Data Start Date Start 

Time 
- Stop 

Time 
Pharmacokinetics Pharmacokinetics Sample Date Sample 

time 
- - 

Pharmacokinetics Pharmacokinetics - - - - 
Physical Exam Non-Repeating Data Date of Examination - - - 
Physical Exam Physical Exam - - - - 
Prior Radiation 
Supplement 

Prior Radiation Supplement Date of First Dose - Date of Last Dose - 

Prior Surgery 
Supplement 

Prior Surgery Supplement Date of Surgery - - - 

Prior Therapy 
Supplement 

Prior Therapy Supplement Date of First Dose - Date of Last Dose - 
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Prior Treatment 
Summary 

Prior Treatment Summary Date of Last Dose - - - 

Scintigraphy Non-Repeating Data Sample Collection Date - - - 
Scintigraphy Scintigraphy (Samples) - - - - 
Study Medication 
Administration 

Study Medication 
Administration 

Start Date Start 
Time 

Stop Date Stop 
Time 

Study Medication 
Missed 

Study Medication Missed Date of Missed Dose - - - 

Survival Non-Repeating Data Date of Death - - - 
Survival Patient Autopsy - Sites - - - - 
Transfusion Transfusion Date of Transfusion Time - - 
Urinary Excretion Non-Repeating Data Date of Dosing Start 

Time of 
First 
Injection 

- - 

Urinary Excretion Urinary Excretion Date Start 
Time 

Stop Date Stop 
Time 

Vital Signs Vital Signs Date Time Vitals Date(Enroll), 
Course Start Date 

- 
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Glossary 

C3D 

Cancer Centralized Clinical Database  

CDW 

Clinical Data Warehouse 

CDR 

Clinical Data Registry 

CTEP 

Cancer Therapy Evaluation Program 

IDE 

Investigational Device Exemption  

IND 

Investigational New Drug 

IRB 

Institutional Review Board  

NAL 

NIH’s Application Launcher   

RDC 

Oracle Clinical Remote Data Capture 
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