
NAPRTCS Training Manual 
 
Welcome to the NAPRTCS Training Manual.  Within this document you will find 
instructions on how to obtain access to the NAPRTCS AdvantageEDC (SM) System for 
data entry and a practicum that walks you through some typical NAPRTCS segments and 
forms.  If you have questions or comments at any time while completing the NAPRTCS 
Training Practicum, or about the following instructions, please call 301-251-1161 and ask 
for assistance. 
 
 
To obtain a username and password for the NAPRTCS AdvantageEDC 
System: 
 

- If this is the first time that you or your site has contacted the Data Coordinating 
Center (DCC) for access, please have your PI complete the 'Data System Access 
Specification Form' and fax it to 301-251-1355.  This form can be found on the 
NAPRTCS homepage by clicking the link on the ‘Resources’ link at the left side 
of the page. 

 
1. The NAPRTCS Training Practicum is to be completed in the NAPRTCS 

Training System.  You can access the training system from the NAPRTCS 
homepage by clicking the ‘Training’ link at the left side of the page. 

2. Login to the training system using the following: 
- Username: Train01 
- Password: DOGCAT 
The password is case sensitive. 

3. Enroll a fake patient into the NAPRTCS system, using the registration number 
of your choice. 

4. Follow the training practicum through to the end, mirroring the data entry 
steps by entering your own false data.  The entire practicum should take thirty 
to forty-five minutes. 

5. Once you have completed the training practicum call Ashley Newton at 301-
251-1161 or e-mail her at anewton@emmes.com and provide the registration 
number of your patient and your contact information. 

 
- Your practicum is then reviewed for completeness, and you will be assigned a 

username and password for the NAPRTCS Advantage EDC system by the DCC.  
At this time, you will also have an opportunity to convey any questions or 
concerns that have previously not been addressed.  

 
 
Please note that all of the previous steps must be completed to receive your username and 
password.  If an 'Access Specification Form' is submitted, it is still necessary for each 
person listed on the form to contact the DCC for review of their practicum once it has 
been completed. 
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Accessing the Website 
 
Please enter the NAPRTCS Website –  
 
www.naprtcs.org 
 
Bookmark this so that you can easily return to this page. 
 
The following screen will be displayed: 
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Enter the training software by clicking on Training System from the site map list on the 
left side of the screen.  

 
 
To enter the training system type your user name and password in the spaces provided 
and click the Login button. (Your username and password were provided to you by the 
DCC, The EMMES Corporation.)  The training system differs from the production 
system (Study Login) in that the background is green.  Any data you place in the training 
system is accessible by staff at your site and is not included in the data used by 
NAPRTCS. 
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GENERAL SYSTEM GUIDELINES: 
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General Registry Information about the System 
 
To accommodate the legacy data, the DCC has used the system to create artificial 
structures that allow for easy data management.  You will become familiar with these 
terms as you use the System.  If you contact the DCC regarding the data entry status of a 
participant, we may need to know about the component and segment the participant is in. 
  

Enrollment - the process of registering the participant with a registry component 
is required for accessing data forms.  It is the gatekeeper for subsequent data 
entry.  Initial enrollment in the system requires entry of the demographic data 
(previously on the Registration form) and then enrollment to one of the three 
components:  CRI, Dialysis or Transplant. 
 
Component - There are three data components of NAPRTCS - CRI, Dialysis and 
Transplant. 

 Simple rules for each Registry component apply: 
The participant can only be active in one component at any time 
The participant can move between Dialysis and Transplant components 
multiple times, but once terminated from the CRI component, you can 
never reenroll to that protocol.  (Based on NAPRTCS requirement.) 
 

Segments- A segment corresponds to a sequence of events that are initiated with 
a baseline event (CRI Initiation, Dialysis Modality Initiation, and 
Transplantation), continues through follow up, until termination.  Each segment 
must be terminated (submission of a CRI termination form, Dialysis Termination 
form, Graft Failure form, Death or Lost to Followup) before enrollment into the 
next component/segment is possible.   
 
Data entry is not restricted by component - staff from all components can access 
the data for a given site. 
 

Data Entry 
 

Data entry requirements have not been changed.  All existing eligibility criteria for the 
Registry remain, as do the general reporting requirements.  Please refer to the User's 
Guide section of this training manual (and posted on the NAPRTCS Web Page) for 
detailed data submission instructions. 

 
All data that are submitted in the System are marked with an audit trail.  This trail marks 
who entered the data, when it was entered and the status of the data - new data, modified 
data, etc.  It is a regulatory requirement to know this information about the data that is 
being submitted.   

 
New data are added to the databases by clicking Save when finished entering data on a 
form.  These data are then immediately available for modification or deletion.  Status data 
can be accessed from the Forms  
 



Data Entry Training Manual  NAPRTCS-Version 1.0 
 

The EMMES Corporation 5 February 2006 

 ENROLLMENT 
 
A participant must be enrolled (Registered) into the protocol before any further data entry 
commences.  To enroll a participant, you must complete and submit the Enrollment data.  
Enrollment data for NAPRTCS includes initial submission of the Registration data 
(demographic data).  Participants that move from one Registry component to another will 
require reenrollment. 
 
Enrolling a Participant 
 

Click on Enrollment  from the Main Menu. 

 
 
 

Click the Begin Registration button after you enter a new Participant ID in the first text 
box, or use the pull down list from Select an existing Participant in the second text box. 
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Demographic data for each participant must be entered into the Enrollment 
Demographics screen. 
 

These data must be entered for each participant when they are initially enrolled in the 
component.   
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Enter the Birth Date in the text box using the format (mm/dd/yyyy) indicated to the right 
of the box. 

 
Select the appropriate race/ethnicity for the participant from the dropdown list. 
 

 
Indicate the gender of the participant by clicking the checkbox next to Male or female. 

 
Next add the diagnosis. If the diagnosis is other, then type that diagnosis in the specify 
field. 
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Once all data have been entered on the screen, click the Continue button to save these 
data and continue the enrollment process.  
 

 
 
The System will compare these data against the data for all participants enrolled at your 
center to prevent duplicate entries.  It will display a list of potential candidates that meet 
the same enrollment criteria entered.  If you determine that it is a duplicate, do not 
continue.  Cancel the process.  Otherwise, you can enter the participant as new, or 
continue working with an existing participant. 
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The System notifies Users of successful registrations with a screen that may be printed 
for documentation purposes. 
 
 

 
 
 
Click on the Print button and keep this hardcopy in the participant's study documentation.  
Once successfully enrolled, the participant ID number will automatically be available 
from the Data Entry Menu. This will be your only opportunity to print a copy of this 
screen because you will not be able to access this page again for a participant. 
 
Enrollment is not complete until the demographics data are entered and the enrollment  
question is answered successfully to either the CRI, Dialysis or Transplantation 
component.  
 
Click on Main Menu in the upper left corner of the toolbar to continue into the next 
section. 
 
 
 
 



Data Entry Training Manual  NAPRTCS-Version 1.0 
 

The EMMES Corporation 10 February 2006 

 
 
 

GENERAL GUIDELINES: 
  

DATA ENTRY 
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Data Entry 
 
Data entry can be performed by clicking the NAPRTCS Forms option from the Main 
Menu. 

 
 
 
Select the participant by either highlighting an existing participant from the pull down list 
next to Select Participant or typing the participant ID number in the text box to the right 
of or enter Participant ID.  
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Highlight the CRI Status form from the pull down list, using the scroll bar to access 
forms further own in the list if necessary.  Click the Data Entry button to display. 

 
 
A Key Selection screen will appear if the form can be entered at multiple times during 
the study due to protocol segments, multiple visits, multiple event dates or if other 
additional data are needed to identify a record.  At Select Visit Number from the list, 
use the visit number codelist to select the appropriate visit number, or type in the visit 
number in the text box next to the right of or enter, for the form you wish to update or 
modify. 
 
Once a form has been added, the lower section of the Key Select screen will display a log 
of the received data.  To update or modify an existing form, click the Update button next. 

♦ If you need to add another record for the same participant click on Key Selection. 
♦ If you need to go to back to the Main Menu, click on Main Menu. 
♦ If the record was recorded in error, click the Delete  button. 
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GENERAL GUIDELINES: 
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Status forms  
 
To enter data for a Status form, select the form from the Data Entry Main menu.  At the 
Key Selection screen, select the appropriate visit number for the Segment.  In this 
example, choose Visit Number 01.  Click the Add Record button. 
 
The Status screen will display with (Adding) to the right of the form name. 
 

 
 
Enter the data for the Serum Chemistry screen as recorded on the next page. 
 
Each site has designated units of measurements specified in the system.  You may need to 
check and unlock units of measurements to get the values into the appropriate text box if 
they alternate between "conventional" and "international ".   Data will automatically be 
converted by the system between the defaults during data entry. 
 

 
You must click on the appropriate unit box to get the value in the corresponding text box.   
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CRI Status Form 
 
Follow through the examples below to complete the CRI Status form.  Use the mouse or 
tab through fields if necessary.  It is not necessary to complete each field. 

 
Note that the laboratory measurements can be added as either Conventional (CU) or 
Standard International.  A default has been set to CU.  To switch between units, check the 
unlock box and then check the units.  Once the units are designated, you can enter SI 
values. 
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Note that you cannot enter into the fields for 9a-9d if you check No to question 9.  If you 
initially check Yes, enter data for fields a-d, and then change question 9 to No, those 
subsequent fields will be erased.   

 
Event data for this form are captured using check boxes.  Only one answer can be 
checked. 
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Special instructions are placed on the electronic case report forms to provide direction in 
completion sections of the screens. 
 

 
All data screens include a Comments field for on-line notations.  Note that these fields 
are for your use and are not referenced by the DCC. 

 
 
 Once data are entered as shown, click the Save button in the lower left corner of the 
screen.  Click the Data Entry Main button in the upper left corner to return to the 
participant's forms list. 
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Once the data are added, the header of the form will indicate that data have successfully 
saved. 

 
Forms may be accessed again to modify or delete data.  The Save and Delete buttons 
appear above and below the data form for ease of use. 

 
Data may sometimes exceed preset system ranges and a prompt will display on the 
screen.  Click the OK button to enter the value in the system.   
 

 
If the value was entered mistakenly, click the Cancel button and update the value in the 
text field. 
 

In instances where the value exceeds the outer most range for a field, a system prompt 
will warn you that it cannot be added to the database.  If you click okay, the value will be 
stored in a file that is reviewed by the DCC.
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Terminations, Lost to Followup and Death: 
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Terminations and Lost to Followup and Death 
 
Both the CRI and Dialysis Components require submission of a Termination form to 
close out a segment.  This submission makes the participant eligible for reenrollment into 
another Dialysis or Transplant Component.  The Dialysis Modality Termination form is 
also submitted when the participant switches from Hemodialysis to Peritoneal dialysis or 
vice versa.  The Graft Failure form is submitted when the participant's graft fails and is 
transplanted again, initiates dialysis, or some other event occurs. 
 
Lost to Followup can be submitted when the participant can no longer be followed.  
Submission of this form prevents subsequent enrollment.  If further data for the 
participant is available, the Lost to Followup form will need to be deleted from the 
system before data entry can resume. 
 
Submission of the Death form also prevents subsequent enrollment. 
 
Data that are not available can be indicated as missing in the system if the field is a 
textfield - such as a lab value, or date field.  To request a data item exception, place and 
asterisk in the field.  

 
The system will confirm you want to report a missing value. 
 

 
 
 
Enter a reason in the specify field and click OK to continue.  Otherwise Cancel and 
remove the exception request. 
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REENROLLMENT: 

 
 

PARTICIPANT RE-ENROLLMENT 
TRANSPLANT  and DIALYSIS 
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Reenrollment for Transplantation 
 
Participants must be reenrolled into the transplant or dialysis components of the Registry 
to allow subsequent data entry for new dialysis modalities and followup after 
retransplantation.   From the Main Menu, select Enrollment.  At the New Registration 
screen, type the existing participant ID number in the text box for Register Existing 
Participant.   Click the Begin Registration button. 
 
The Demographics screen will be displayed.  Click the Continue button to verify the 
participant.   Select a component to reenroll the participant into (only Dialysis or 
Transplant are available for this process).  Provide the transplant or dialysis modality 
initiation date (and 30 day followup date for dialysis participants) and click Continue.  
 
The Participant is now reenrolled.  Data entry for the next Component/Segment may 
begin.   
 
NOTE:  This will be your only opportunity to print a copy because you will not be 
able to access this page again for a participant.  
 
Click the Main Menu button in the upper left corner to return.
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Updating Records 
Data may need to be updated, either to complete an electronic case report form, or 
modify existing data.  For example, a data query was received indicating that data was 
missing from the Targeted Adverse Event form submitted for the 7/12/2001 Other 
Serious adverse event.   
 
From the Targeted Adverse Event Key Selection screen, click the Update button for the 
this form. 
 

 
 
 
Modify the question regarding relationship to Growth Hormone.  Click the Save button.   

 
The screen header will now indicate that the form has been successfully updated. 
 
 
 
If data have been entered and one of the form identifiers (keyfields such as segment, visit 
number) is incorrect, then that record must be deleted and reentered.   Select the 
appropriate form and use the Delete button to remove the entire form. 
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FORMS GRID: 
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Forms Grid 
 The Forms Grid provides a summary listing of all forms expected based on an event date 
such as transplantation. The forms grid provides a central navigational starting point for 
participant data entry.  Access to the Forms Grid for a participant is on the Data Entry 
Main menu.  Select a participant and then click the Forms Grid button.  The following 
screen will display. 
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A key is provided to visually display the status of the forms at the time the grid was 
generated.   At the time the grid is generated, all scheduled visits (solid triangles) for the 
segment are displayed.  Once these visits become past due, an exclamation point within 
the triangle will be displayed.  Data submitted for these visits will be indicated by an 
open triangle with a check mark. 
 

 
In rare instances, data cannot be submitted for a form and a forms exception will need to 
be requested.  This can be done by clicking the Request Exception button under the Grid 
Key, and then selecting the form from the Grid . 

 
 The Request Exception screen will display.  From the Select Reason codelist, indicate 
the reason the data are not forthcoming or, type a new reason in the text box to the right 
of or Enter a New Reason.   

 
Once the exception request is submitted, the Exception Status will change to Requested.   
If the Database Administrator at the DCC has discussed the exception with the site and 
determines the exception to be unwarranted, the request may be denied.  The Exception 
Status will be updated to indicate the denied request. 
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If at any time you experience problems accessing the system or entering data, please 
contact the DCC Data Manager via phone at 301-251-1161 or email at your earliest 
convenience.    
 
You have now completed the NAPRTCS Training exercise.  Please refer to the User's 
Guide for more detailed instructions on system applications, navigational features, and 
form specific data entry instructions. 
 
 


