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INTRODUCTION  
 

 

The Clinical Trials Monitoring Service (CTMS) was established in 1979 by the National Cancer 

Instituteôs Division of Cancer Treatment and Diagnosis (DCTD) Clinical Therapy Evaluation Program 

(CTEP) to monitor (primarily) Phase I oncology drug trials sponsored by CTEP. CTMS monitors trials 

for patient safety and protocol compliance with a combination of patient data review, site visits, audits, 

and cooperative site visit observation. 

 

One component of CTMS is a central data management facility that maintains a consolidated database of 

the clinical data resulting from these trials.  Because of the large volume of patients, and to facilitate 

cross-protocol analysis, in 1985 CTEP developed a standard set of Case Report Forms (CRFs) to be used 

to submit study data to CTMS. The CRFs were supplemented with a compatible set of file specifications 

for submission of data electronically and a computer program (ACES®) for local data capture. 

 

As the nature of oncology studies has evolved, so has the content of the forms.  In an effort to improve the 

consistency of data collection across a large number of institutions and treatment modalities, the National 

Cancer Institute (NCI) has designated iMedidata Rave® as the recommended electronic data collection 

(EDC) method.   The standard CTMS CRFs have been revised to improve both the functionality and 

usability of the eCRFs in Rave®.    
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GENERAL CONSIDERATIONS  

 

These ñStandard Case Report Formsò were designed to incorporate a superset of all the data items that are 

generally required to make a full record of clinical data relevant to oncology trials.  CTMS requires the 

submission of all data needed to fully document patient eligibility and clinical treatment, particularly 

including the results of any protocol-specified tests and procedures.  All clinically-significant data should 

be reported, and an open-ended ñcommentsò form is available for information that does not otherwise fit 

the CRFs.  Since one of the purposes of clinical trials is to look for unexpected effects, CTMS encourages 

the submission of all clinically significant data; this might be invaluable for retrospective analysis. 

 

Case Report Forms in Rave® are arranged in a series of folders called a Matrix.  The following is a list of 

folders and forms that define the generic matrix for the CTMS eCRF Global Library of Rave®. These 

folders and forms are found on the left side of the window. The generic matrix will be customized to meet 

protocol requirements for treatment and follow-up as defined in the study calendar. The Enrollment form 

is not located in any folder on the left panel, but rather is displayed on its own to the right of the matrix of 

folders. 

 

 

 

Generic CTMS Matrix  

 

 ENROLLMENT  

  Histology and Disease 

  Administrative Enrollment 

  Eligibility Checklist 

 

 BASELINE FOLDER 

  Baseline Medical History 

  Prior Treatment (if applicable) 

 Prior Therapy Supplement 

 Prior Radiation Supplement 

 Prior Surgery Supplement 

  Adverse Baseline Symptoms 

  Comments 

 

 TUMOR MARKERS 

 Tumor Markers 

 

 BIOMARKERS 

 Biomarkers 
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 LESION EVALUATIONS 

  New Lesion Presence 

  LESION 

    On Study Lesion Descriptions and Ongoing Evaluations 

 

 LOGS: CM ï TR ï VS ï SR 

  Vital Signs 

  Serology ï Pregnancy ï Skin and Stool Tests 

  Concomitant Measures/Medications 

  Transfusion 

 

 PHYSICAL EXAM   

  PE (with date) 

  Physical Exam 

 

 COURSE X (one folder per course, X = course number) 

  Course Initiation 

  Drug Administration  

  Adverse Event Presence 

  Adverse Events 

  Comments 

  Pharmacokinetics Samples 

  Pharmacokinetics Results 

  PharmacoDynamics Samples 

  Pharmacogenetic Samples 

  Urinary Excretions 

  Course Assessment 

 

 LAB: LITERAL  

  Literal Laboratory 

 

 LAB: UNANTICIPATED 

  Unanticipated Lab 

 

 LAB: HEMATOLOGY 

 HM (with date and time) 

  Hematology Lab 
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 LAB: BLOOD CHEM - HEPATIC 

 BCH (with date and time) 

  Blood Chemistry ï Hepatic Lab 

 

 LAB: BLOOD CHEM - RENAL 

 BCR (with date and time) 

  Blood Chemistry ï Renal Lab 

 

 LAB: CHEMISTRY PANCREATIC/THYROID & CARDIAC 

 CPC (with date and time) 

  Chemistry ï Pancreatic/Thyroid & Cardiac Lab 

 

 LAB: OTHER SERUM CHEMS 

 SC (with date and time) 

  Other Serum Chemistry Lab 

 

 LAB: RED CELL INDICIES 

 RC (with date and time) 

  Red Cell Indices Lab 

 

 LAB: BONE MARROW 

 BM (with date and time) 

  Bone Marrow Lab 

 

 LAB: BLOOD GASES 

 BG (with date and time) 

  Blood Gases - Lab 

 

 LAB: IMMUNE PARAMETERS 

 IP (with date and time) 

  Immune Parameters Lab 

 

 LAB: OTHER URINALYSIS 

 OU (with date and time) 

  Other Urinalysis Lab 

 

 LAB: RESPIRATORY FUNCTION 

 RF (with date and time) 

  Respiratory Function Lab 
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 LAB: SERUM ELECTROPHORESIS 

 SE (with date and time) 

  Serum Electrophoresis Lab 

 

 LAB: URINALYSIS 

 US (with date and time) 

  Urinalysis Lab 

 

 LAB: URINE IMMUNE ELECTROPHORESIS 

 UE (with date and time) 

  Urine Immune Electrophoresis Lab 

 

 

 PROTOCOL LEVEL 

  Study Conclusion 

 CORRELATIVE STUDIES 

  CS (with CTEP ID) 

  Correlative Studies 

 

 OFF STUDY 

  Off Treatment/Off Study 

  Follow Up 

  Death Summary 

  Late Adverse Events 

 

 

Note: A Protocol Status Update form must be submitted promptly to the CTEP Protocol 

Information Office when a study is activated and any time the study status changes. 
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OVERVIEW  
 

1. Access to studies in Rave® will be granted by invitation to the study staff. 

 

2. Training in Rave (eLearning) is accessed through iMedidata, which is based on your assigned role(s), 

and must be completed prior to obtaining access to EDC.  Once an eLearning course has been 

completed it does not need to be repeated for access to other studies. 

 

3. All subjects/patients must be centrally registered prior to treatment and data entry into Rave®.  The 

selected registration system, IWRS or OPEN, will be determined during the set up process. Data from 

the registration system will be automatically loaded into Rave® to create subjects. 

 

· The Enrollment, Histology and Disease, and Eligibility Checklist will be completed if the CTMS 

Interactive Web Response System (IWRS) is used to register the patient.  Use of another 

registration system (OPEN) will result in forms that will need to be updated in Rave®. 

 

· The subject/patient identification number should be a numeric or alphanumeric identifier which 

uniquely identifies a patient within this protocol.  Accession numbers may be used, but once 

assigned to a patient that number may not be changed.  Hospital chart numbers may be used, but 

that process is discouraged to protect patient confidentiality. I t is not acceptable to use the 

names, initials or any other information that may compromise patient confidentiality. 
 

· The eCRF in RaveÑ are a master set of forms that contain all the data elements required for 

CTMS monitoring of a study. 

 

· The forms for each study will be customized with the protocol specific elements such as the 

eligibility questions.  Protocol specific dictionaries will be defined for treatment assignment 

codes, patient subgroup codes, study drug name and dose units, and protocol specific 

sampling schedule for PK, PD, PG or other laboratory evaluations. 

 

· The forms are arranged in folders that match the study calendar in the protocol. The basic 

folders for all studies are:  Enrollment, Baseline, Course folders as needed, Tumor Markers, 

Biomarkers, Lesion Evaluations, Physical Exam, running Logs (vitals, serology, concomitant 

measures, transfusions), Off study and Protocol Level.  In addition, there will be a folder for 

each laboratory result eCRF to allow for multiple entries of laboratory data for each cycle of 

treatment. 

 

· There are two types of forms, standard and log forms.  In general, only one instance of a form 

is allowed in each folder.  Log forms are used where multiple records are required or 

performed such as study drug administration, adverse events and concomitant 

medications/measures.  Because of the type of data collected, two forms - prior treatment 

summary and baseline medical history - are designated as log forms but only one record is 

contained on each form.  Certain forms, whether log or standard, have a checkbox present for 

adding another instance of the form in the same or related folder. Physical Exam is an 

example of this type of form. 
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· Several of the data fields have help text associated with them which is accessible by clicking 

on the help  icon. 

 

· At the bottom of each data entry screen is a save button that must be selected in order to save 

the data.  

 

· Any required data items that are not entered or that trigger an edit check will be queried by 

the system. 

 

· In addition to system queries, the CTMS staff may issue queries as appropriate based on the 

review of submitted data.  These queries will be entered directly into RaveÑ EDC.  

 

· Each folder, form and data item that has been entered has an associated icon (see Appendix 

II) . 

 

· To enter data: 

·  Select the patient identifier for data entry. 

·  On the left side of the screen, select the folder for data entry then select the form. 

The Enrollment form is to the right and outside of the entire folder/form panel. 

·  Enter the data and click on save at the bottom of the screen. 

· Text and numeric fields all have a maximum length. Rave does not enforce that 

limitation during data entry. After saving the record, fields that contain too many 

characters will be flagged non-conformant. Please make appropriate corrections to any 

non-conformant text and numeric fields (See Section 9.1 for additional instructions). 

 

4.   RaveÑ is usable in many, if not all, browsers. Google Chrome browser has an advantage that 

Microsoft Internet Explorer does not have ï the ability to resize RaveÑ text box fields. Not all 

browsers have been tested.  The individual user may want to test several browsers to see what works 

best. 

 

5  All dates are to be expressed in day/month/year (dd/mmm/yyyy) format.  To avoid ambiguity, months 

are to be recorded using a three letter abbreviation (i.e., Jan, Feb, Mar, Apr, May, Jun, Jul, Aug, Sep, Oct, 

Nov and Dec).  Years are to be recorded as four digits (i.e., 1998). 

 

6  In a few date fields (e.g., prior surgery) partial dates will be accepted when the specific date is not known.  

 

¶ If the month and year are known but the day of the month is not known, for example December 

2012, enter:  un DEC 2012 

¶ If only the year is known, then enter: un UNK 2012 

 

7  All times are to be recorded on a 24 hour clock (i.e., 13:00 should be recorded for 1:00 p.m.).  Midnight 

should be recorded as 00:00. If a time is unknown, please leave the field empty. 

 

8.  When a protocol is activated, a protocol-specific eligibility checklist will be supplied with the activation 

letter from CTMS.  The questions on this checklist will be entered into the eligibility checklist eCRF in 

Rave® as well as the IWRS patient registration system. Importation of this data will be received from 

other registration systems (Open) as planned. 
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9.  Protocol specific dictionaries in Rave® will be customized to facilitate the submission of patient data, 

including but not limited to: patient subgroup codes, treatment assignment codes, study drug data, 

pharmacokinetic and pharmacodynamics sampling schedule.  The protocol specific codes for the study 

are provided by CTEP to the investigator at the time of protocol approval, and are updated as required 

following approval of protocol amendments. 

 

10. Additional information regarding CDUS codes for groups, institutions, diseases, and adverse events can 

be found on the CTEP Internet Website at: http://ctep.cancer.gov or by contacting the CTEP Help Desk 

at ncictephelp@ctep.nci.nih.gov. 

 

11. Additional data may be submitted on the Comments eCRF, using the appropriate form type.  Comments 

should not be used to submit data that belongs on another case report form. Comments should contain 

additional information to explain and clarify data submitted on other forms and linked to that other form 

by the form type code selected from the list provided on the eCRF. 

 

12. Data received is reviewed for completeness and consistency.  Queries will be generated if the data 

submitted does not comply with data submission guidelines or if there are any questions regarding the 

content. 

 

 

 

 Please remove all pop-up blockers in your system as the pop-up 

function is needed to operate. 

 
  

http://ctep.cancer.gov/
mailto:ncictephelp@ctep.nci.nih.gov
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1.  CTEP IAM Account Setup 

All individuals are required to have an active CTEP-IAM account prior to being granted access to RaveÑ 

EDC. 

 

To create a CTEP-IAM account, proceed as follows: 

1. Enter the following web address into your URL: 

https://eapps-ctep.nci.nih.gov/iam/privacyActDisclaimer.do?method=showDisclaimerText 

 

 
2. Click on óI agreeô. 

 

 
 

3. Select óRequest New Accountô under óUser Account Maintenanceô. 

4. Follow the prompts to enter the required identifying information for your account.  

5. You will receive an authorization email in 24-48 hours. 

 

Please advise your Systems Administrator that you are setting up a new account so they can generate an 

invitation, as access to studies in Rave® will be granted by invitation to the study staff. 

 

After receiving the CTEP-IAM authorization (which may take up to 48 hours), follow these steps to reset 

your account with your permanent password: 

 

1. Click here: https://login.imedidata.com/selectlogin.  

2. Select CTEP-IAM at the bottom of the list. 

3. Login with your CTEP username and password.  If your CTEP-IAM credentials are identical to 

your iMedidata credentials, you will be directed to iMedidata. 

 

After the first time, whenever you login to https://login.imedidata.com/selectlogin you will  be taken 

directly into the iMedidata home screen ï from which you may access all RaveÑ studies. If you are a new 

user, new to CTEP-IAM and iMedidata, your iMedidata account will be setup automatically for you 

within a few hours of your CTEP-IAM account authorization. Once in iMedidata, you will be able to 

confirm any RaveÑ invitations to studies that have been sent to you. 

  

https://login.imedidata.com/selectlogin
https://login.imedidata.com/selectlogin
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2. Log in 
Click on the óiMedidataô link. 

Enter your óUsernameô and óPasswordô in the required fields and click on the óLog inô icon . 

 

      

2.1 Forgot Password 

If you forget your óPasswordô or youôre locked out after five unsuccessful attempts, click on the 

óI forgot my username or passwordô link.  

 

At the óForgot Passwordô link, enter the email address you registered with iMedidata and click on 

óSendô. 

 

When you receive the email to reset your password, click on the óReset you passwordô link.  

   
 

Enter the required data and click on the óResetô link to access iMedidata. 
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3. System Time Out  
If you experience a password time out which occurs when you are logged into the system but remained 

idle for a set period of time, the system will prompt you to reenter you password in order to access the 

system. 

 

An interaction timeout occurs when you have been entering data into RaveÑ and remained idle for a set 

period of time. The duration of inactivity in an interaction timeout is longer than a password time out. The 

system will prompt you to reenter you user name and password in order to access the system. 

Note: If you did not save the data you entered, any changes you made prior to an interaction 

timeout, the data will be lost.  

 

When you experience any type of time out and the screen shown below is viewable on your computer 

screen, please do not sign back into iMedidata from this screen as you will not be able to access RaveÑ. 

 

 
 

If you try to login from the screen shown above, you will receive an error messages as displayed below. 

The system will ask you to sign in on the iMedidata RaveÑ page as shown below. See the next section for 

instructions on how to proceed. 
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4. Logging Back in 
When youôve been logged out (whether password or interaction timeout), there are two ways to get back 

in. 

 

1. If you click the Back Arrow  on your browser, the RaveÑ screen that you were working on is 

displayed. Click the iMedidata link at the top (next to Messages), and you will be returned to the 

proper login screen. 

 

 

 

2. OR, enter the following web address into your URL https://login.imedidata.com/selectlogin.  At 

the óSign Inô screen enter your óUsernameô and óPasswordô to proceed to the initial RaveÑ 

screen. 

 

 
  

https://login.imedidata.com/selectlogin
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5. Components of the iMedidata screen 
 

 

óAppsô: The iMedidata welcome screen allows you to access RaveÑ by either clicking on the Apps panel 

or the Study panel. The Apps panel allows for quick access to all of the applications you use most.  

 

óStudiesô: Listed under óStudiesô are study group links. Clicking on a link will bring you directly into the 

RaveÑ Homepage. 

 

Tasks, Invitations and eLearning: 

óTasksô are óInvitationsô to studies and links for required óeLearningô. 

 

Invitations are generated by the Systems Administrator at CTMS. The eLearning programs are web based 

training courses that provide the user with detailed training for the role(s) to which they will have access 

in RaveÑ, such as a Clinical Research Coordinator or a Monitor.  

 

A variety of eLearnings provide an overview of RaveÑ EDC, Electronic Data Capture process and the 

roles associated with the process. You may be required to take a training course before you can access a 

study in RaveÑ. If training is required, that study will be blocked with the name of the course under both 

the Studies panel and the eLearning panel.  Once the user accepts an invitation, the training course begins. 

After the successful completion of the course, the user is given access to the RaveÑ study that required 

the training.  Once an eLearning has been completed, you will not need to retake it for another study. 

 

My Profile: Allows the user to update their iMedidata account by clicking on the óAccount  

Detailsô link. This panel allows the user to access their account and make basic edit changes to their  

profile such as change a password, user name and telephone number.  
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5.1 Selecting a Study 

At the iMedidata welcome screen, choose the study for which you will be entering data under óStudiesô in 

RaveÑ EDC.  

 

CTMS TEST6 (UAT) will be used in this example. 

 

Please (single) click on the Rave EDC link of the study youôd like to access: 

    
 

RaveÑ will take a few moments to upload the next step. 

 
 

6. Role Selection 

You may be prompted to select a role depending on the number of EDC roles youôve been 

assigned. If you have only been assigned one role, RaveÑ will skip the óRole Selectionô screen 

and take you directly to the Study landing screen. 

 

At the óRole Selectionô screen, open the drop down menu to select the desired role. 
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6.1 Role Selection Descriptions 

 

· Clinical Research Associate 

· Data Manager 

· Monitor 

· Read Only 

· Site Investigator 

· Study Chair 

 

In RaveÑ, the Clinical Research Associate or CRA is located at the site. This user enters and updates 

clinical data in RaveÑ. The CRA also responds to queries from Monitors, Data Managers and TheradexÑ 

CTMS staff. 

 

A Data Manager is located at the site. This user defines what will be collected in the study Case Report 

Forms also known as eCRF. They review data entered by the CRA and issue queries for missing or 

conflicting data to the CRA for resolution. Some Theradex CTMS staff may also have the role of Data 

Manager. 

 

The Monitor is located at TheradexÑ and works on behalf of the Sponsor. The Monitor confirms that the 

protocol is conducted in accordance with the clinical trial protocol, conducts on site visits and interprets 

Case Report Forms (eCRFs). The Monitor oversees the entire study and provides support to the site staff 

on using RaveÑ EDC. 

 

Read Only, Site Investigator and Study Chair may all inspect the data for review. Site Investigators and 

Study Chairs may also sign records. 

 

After selecting a role, click on óContinueô. 
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7. Study Selection Screen 
The next screen will be the Study Selector screen which contains the following sections: 

 

 
 

 

System Links: These links allow the user to access various pages in RaveÑ such as óiMedidataô, 

óMessagesô, óMy Profileô, óHelpô, óHomeô and óLogoutô. These links are located at the 

top of the screen. 

 

iMedidata: Returns the user to the iMedidata Homepage as shown in section 5. 

 

Messages: Messages are communications sent to the user by the system. Messages are also 

displayed and accessible from the bottom of the page. Clicking on the Message link in 

either location will display all of the messages sent to the user. Unread messages are 

displayed in bold.  

 

You can delete a message by clicking on the delete link located at the bottom of the 

opened message page. If you want to keep a message, click on the óMessageô link on the 

navigation tab. If there arenôt any messages, the system will display óNo Messagesô at the 

bottom of the screen. 

 

My Profile : Allows the user to access their Account Details page as reviewed in section 5 above.  

 

Help: Offers assistance on how to navigate in RaveÑ. The Help link will open an online help 

guide which corresponds to the currently open page. 

 

Home: Returns the user to the Homepage as shown in section 7. 

 

Logout: Use the logout link to exit out of the RaveÑ system. Please do not close the browser 

window by clicking on the óXô icon (exit icon) located on the upper right corner of the 

screen before logging out. 
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The links within the Study Selector screen are as follows: 

Subjects: The sidebar is located on the far left side of the screen also referred to as the left side 

panel. The sidebar lists current óSubjectsô the user has accessed for data entry.  Once a 

study has been selected, the sidebar will list the folders and forms for data collection 

which is also call the Subject Matrix. 

 

Studies: The center of the screen lists the different óStudiesô the user, a Clinical Associate, has 

access to. The user can either select a study directly from the list or use the search 

functions. 

 

Icon Key: The óIcon Keyô link is available on every screen. The óIcon Keyô list the definitions of 

the symbols used in RaveÑ EDC to track the status of the eCRFs. 

 

7.1 Icon Key 

Click on the óIcon Keyô link to expand the list.  

 

 
 

A pop-up listing all of the status icons a user may encounter while using the RaveÑ system is displayed. 

· Please see Appendix II for a printable version. 

 

 
 

Click on óClose Help Windowô when done to return to the Study Selector screen. 
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7.2 Selecting a Study 

Click on óCTMS Test6 (UAT)ô. 

 

If you only have access to one study, the Homepage will only open to that study listing the associated 

sites. If you only have access to one site, the system will open to the single site with a list of subjects for 

that site. 

   
 

 
 

8. Subject Selection Screen 
Located at the top of the screen are the navigation tabs. These tabs indicate the userôs current location in 

RaveÑ. The tabs change when the user moves to a new location such as a folder or a subject.  

 

    Navigation tab. 

 

 
 

The óCTMS test6ô screen lists all of the subjects in that study. To select a subject, the user can either 

click on the subject ID listed under óSubjectô or enter a full or partial subject ID in the óAdvanced 

Searchô and click on the magnifying glass icon to search within a study. 

 

To process a wildcard search, enter a character in the óAdvanced Searchô to pull a list of all of the 

subjects with that character in the subject ID. For example, if you search for ñZò, the system will list all of 

the subjects with ñZò in the subject ID. If you search for ñZ*ò, the system will list all of the subjects that 

start with a ñZò.  
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On the right side of the screen is the óTask Summaryô which displays all of the pending tasks for the user 

based on their role. When the óTask Summaryô is expanded, the task icons display open and/or pending  

tasks that require attention. The displayed tasks will also list the subject ID and the file location of the 

task that requires data entry or correction. This function allows the user to quickly access the subjectôs 

forms and process data entry. 

 

Subject ID óTEST01ô will be illustrated for all data entry examples. 

 

9. Subject Homepage Components 
 

 

Note: The Enrollment data also known as the Primary Form for this study will be 

imported from the Interactive Web Response System (IWRS). Importation of this 

data will be received from other registration systems (Open) as planned. 

 

If a user does not have permission to access the Primary Form, the link will not be 

displayed. 

 

Once the user has selected Subject óTEST01ô, the Homepage for that subject changes. The current view 

will  feature a list of folder icons on the sidebar aligned under the Subject Identifier. These folders are also 

known as the Subject Matrix. Each folder in the Subject Matrix houses forms, and each form houses data 

entry fields. 

 

As data entry is processed in each form and saved, a status icon will be displayed on each form and 

folder, identifying the current data entry status, such as Complete, Incomplete or Open Query. 

 

The Subject Homepage also lists the Subject Summary which is located directly under the Subject Matrix 

on the sidebar. The Subject Summary details the eCRFs a user has accessed. The summary lists eCRFs in 

the order of visits, meaning the eCRF most recently accessed will be listed first.  The summery list is non-

editable and only appears after the first eCRF has been opened.  

 

The eCRF summary will end when the user logs out. When the user logs back into the system, the 

summary list will be empty. 

  

Enrollment/Primary 

Form 










































































































































































