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WEB USER INSTRUCTIONS

This document provides general instructions for using the web data entry application.  Specific instructions are also provided for users of the test database.  The test database is provided to allow site personnel to become comfortable with data entry and navigation prior to receiving a permanent user ID and beginning entry of registry data.  

I. System  Requirements:

The web-based form interface is designed for use only with Internet Explorer(  or Netscape( browsers (version 4.0 and higher) running on Microsoft Windows 95, 98 NT4, or 2000 operating systems for PCs.   The database cannot be run properly using other browsers and cannot be operated using a MacIntosh( computer. 

Internet Explorer(  is recommended and can generally be downloaded for free off the internet.   Users will find navigation easier using Internet Explorer( and the forms have improved fuction.  If you must use Netscape(, please pay particular attention to the navigation instructions below.

II. Web Address:

The registry data entry website can be accessed either by going to the CIRREF FIBROID Registry website and clicking on the link under the “Submitting Data Page” http://www.fibroidregistry.org/data.htm or by going directly to the main logon screen at https://registry.dcri.duke.edu/cirref/default.asp.
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Main Logon Screen:

III. User ID, passwords, and logging on:

User Accounts:

· Site personnel are assigned user IDs and passwords by the DCRI Project Coordinator, Kelly Agan (kelly.agan@duke.edu). 

· User IDs are the same as a user’s e-mail address.  Please report all changes in e-mail addresses to the DCRI Project Coordinator.

· Requests for additional user privileges should come via e-mail from the site’s lead investigator or research coordinator to the DCRI Project Coordinator. 

Initial Logon:

· The DCRI Project Coordinator will send each user an initial password.

· When you log on for the first time, enter your user ID (e-mail address) and assigned password.  The system will immediately prompt you to change your password.  Select and enter a password that you can easily remember.  You will then log back on using your new, self-assigned password.  If the system does not prompt you to change your password, please contact the DCRI Project Coordinator.

· Passwords expire every 90 days.  Two weeks before the expiration, you will be prompted to change your password.

· If your password has expired or does not work, please contact the DCRI Project Coordinator by e-mail to receive a new password.

Ending a web session:  

· There is no “exit” button to exit the web-based interface.  To terminate a session, either go to a new website or close down the browser.

IV. Test User Account and Instructions:

(Database training is self-instructed and self-paced by users.  The DCRI will assign test user accounts for site users to become familiar and comfortable with the web-based data entry forms prior to receiving an account for the registry website.  Users should practice on the test system, following the navigation information provided below.  Once a user feels comfortable, contact the DCRI Project Coordinator to receive a permanent account for the registry. 

Helpful Tips:

· Do create new patients for yourself.  Observe the difference between logging an unenrolled case to the overall volume and logging an enrolled patient.

· Don’t use the name of a real patient.  Use fictitious names.  

· You may also utilize existing test patients to practice searches, entry, updates, and navigation.
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V.  Website Navigation and Data Entry Tips:
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Case Record Searches:

Search Tips:

[image: image8.png]= Fle Edt View Go Communicstor

CVIR - UAE - Netscape

Help

&

Back

¥ A 4 a2 w

Ciyad  Rekad  Home  Seach Metsooy

=+ & @

Pint Securty

pe

" Booknstks . Loostors[Ftss regety et ke ecacinl steone sop d=3Bheterd-3oten 1220 on25

=] @ whats eaed

Wembers ) Webital [ Comestons 3 Biourl

———tl 5 ANLAILS)

arch T

Patient Last Name =

SmatUpdste (5] Miplace

UAE FIBROID
Registry

Data will be saved, but will NOT he included in analysis for the following reasons.
PATIENT INTAKE DATA
~Missing Date of Birth
- Missing Race

PROCEDURE
- Missing Date of Procedure

TECHNIQUE
- Missing Vessels Embolized
- Missing Primary Embolic Agent

INHOSPITAL EVENTS
- Missing Adverse Event Selection

DISCHARGE
- Missing Date of Discharge

[Documert Dore

S R BV |

dstart| 3¢ |[FEsC. Dphga..| Binbo..| By Mier.| Xdiss.| 59 ev.| P | Re: .| 5RE:..| @ Mio| Man.| Qs | BEwl.| [EWSTID amPu





Search and Navigation Features:

· Access to data:  Sites have access only to their registry data.

· Search modes:  By patient last name and case number.  The search box is located in the main page of the website in the upper left-hand corner.  Click on the drop-down box to select the mode.  
· Search by name:   Note that in order to search by a patient’s last name, you must enter the patient’s last name in the Patient Registration Information page. Participating sites should enter the last name only.

· Search by case number:  Note that in order to receive a case number assignment, you must either enter information in the Patient Registration Information page OR proceed to the Patient Intake Data page and enter and save data.  You will then see the case number displayed in the upper right hand corner of the screen.  Always write this number on the paper case report form.  If you exited the case without receiving a case number, please contact the Project Coordinator at the DCRI by email in order to receive the case number.
· DO NOT use the back or forward buttons/arrows on your browser toolbar to navigate in the registry website.  This will disrupt the proper loading of the form and will interfere with saving data.

(Navigation for Internet Explorer( Users:

· Navigate through data entry fields using the tab key. 
· Navigation “buttons”:  There are buttons for moving forward and backward within a case form.  These appear at the bottom of the CRF screen as “finished”, “back” and “next”.  Do not use the “Back” button on your browser when navigating in the database.  This may disrupt or affect saving data that you have entered.  Only use the “back” option within the CRF screen when you are browsing through data that has already been saved.
· Exiting the database:  There is no “Exit” button to leave the database.  When you have finished with a session either go to a new web page or shut down your browser.
· Entering and Updating Data:  When you are entering data for the first time or making updates and have completed entry, make sure that you click either the “finished” button at the bottom of the page or the “next” option to go on to the next page.  This will allow your data to be saved.  Do not use the “back” option since any data changes made will not be saved.
· Browsing:  If you are browsing through previously entered data you can you any of the “back”, “finished” or “next” options.  Selecting “finished” will always exit you out of the specific case and back to the main website screen.
(Navigation for Netscape( Users:
· Navigate through data entry fields by using the mouse.
· Navigation “buttons”:  There are buttons for moving forward and backward within a case form.  These appear at the bottom of the CRF screen as “finished”, “back” and “next”.  Do not use the “Back” button on your browser when navigating in the database.  This may disrupt or affect saving data that you have entered.  Only use the “back” option within the CRF screen when you are browsing through data that has already been saved.
· Exiting the database:  there is no “Exit” button to leave the database.  When you have finished with a session either go to a new web page or shut down your browser.
· Entering or Updating Data:  When you are entering or correcting data and have completed entry, make sure that you click the “next” option at the bottom of the page.  This will allow your data to be saved.  If you click the “finished” option you risk losing the data you have entered.  
· Browsing: If you are browsing through previously entered data you can you any of the “back”, “finished” or “next” options.  Selecting “finished” will always exit you out of the specific case and back to the main website screen.
Logging New Cases:

· Add new cases by clicking on the Add Patient feature beneath the search box.  
· Inclusion Criteria:  Inclusion Criteria are listed on the first page of the paper CRF.  On the web form they are labeled “Admission Criteria.”  When logging a new case, the system will take you first to the inclusion criteria questions. Click to place a check in the box if the response is Yes.  If the response is No, leave the box blank.  If any boxes are blank (No), the case will be logged to the overall volume of UAE only and the system will stop you there.  If you enter Yes to all three questions, indicating that the patient has been enrolled in the registry, you will then proceed through Patient Registration Information and then to the baseline CRF.
· The patient’s last name must be entered for enrolled patients in the Patient Registration page in order for the system to support a search by users by name.  Participating sites should enter only the patient’s last name and no contact information.
· In order to receive a case number assignment for enrolled patients, you must enter either the name in the Patient Registration page OR save data in the Patient Intake Data section.  The case number will appear in the upper right-hand corner of the page.
· Cases logged in error:  If you logged a case in error, please contact the Project Coordinator at the DCRI by email.  Provide the case number (if unavailable, provide the date and time the case was logged and the case numbers entered immediately before and after) and a description of the circumstance.  The DCRI will verify the case for deletion and send you confirmation via e-mail.
Data Entry:

· Enter CRF data according to the sequence of the form.  This will ensure that data is entered completely.





Entering the Quality of Life Questionnaire:

(Participating Sites are encouraged to complete the baseline Quality of Life questionnaire.  If resources permit and you administer the Quality of Life Survey, please note the following:






Adding 30-Day Data:




VI.
Change Log:
ENROLLMENT GUIDELINES
This document provides a quick reference for important enrollment information to assist participating sites in beginning enrollment and data collection.  

(The UAE FIBROID Registry Training Manual is the official resource for complete project enrollment and field definition guidelines.  You can find it on-line at the CIRREF FIBROID Registry website at: http://www.fibroidregistry.org/siteinfo.htm. 

(UAE FIBROID Newsletter archives are posted on the CIRREF FIBROID Registry website.  The newsletters contain important information about data quality as well as clarification of important enrollment guidelines and field definitions.  During the first year of the study, the newsletter will be issued during the first week of each month.  After that, the newsletter will be issued quarterly.

(Case report forms:  Copies of the current versions of the case report forms and Quality of Life Survey can be found on the CIRREF FIBROID Registry website.
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I.  Record Keeping:
· Original patient consent forms must be retained by the enrolling site for compliance with regulatory requirements. Retain consent forms along with the paper case report forms.  Do not send forms to the DCRI.

· It is recommended that you keep a log of all enrolled cases for reference.  

II.  Baseline Instructions:

· UAE Volume:  All UAEs performed for treatment of symptomatic uterine fibroids only should be logged to the overall volume.  Do not include UAEs performed for post-partum bleeding, for example.  

· This is a prospective study.  If a patient has already received UAE for treatment of fibroids, do not include or enroll this patient if she comes back for a repeat procedure.

· UAEs are to be included only once when the patient enrolls in the study.  If the patient returns for a repeat procedure, do not re-enroll this patient and do not include the patient again in the overall volume.

· Recording inclusion criteria:  The three inclusion criteria are:  1) the patient consents to participate; 2)  the fibroids were diagnosed using ultrasound or MRI; and 3) the patient is at least 21 years old. 

· Assignment of case numbers is not consecutive for each site.  Each site will not receive numbers beginning with 1, 2, 3 etc.  Instead numbers may appear to be random, such as 950, 1001, 1050, etc.  Make sure you record case numbers on each individual CRF.  See Web User Instructions for additional information about case number assignment.

· Required and Primary Fields:  Partcipating sites are required to complete the required fields.  There are seven required fields which are indicated on the paper case report form with a double asterisk (**).  On the web-based form they are indicated with a single asterisk.  If any required required fields (the seven baseline CRF fields that must be completed in order for a case to be eligible for analysis) are missing, the case will not be submitted to the analysis database.  Once required fields are completed, the case can be included in analysis.  Participating sites are encouraged to complete the primary fields as well as the entire case report form.

· Operator ID:  The Operator ID field is located on the first page of the case report form in the Patient Intake Data section. Operator ID is a number assigned to each IR performing UAE at a site and as such is designed to allow for confidential analysis by operators at your site.  This means that the name of the IR will be blinded to CIRREF and the DCRI.  Site personnel will assign the numeric codes manually and will keep the codelist at the site for reference.  Assign IR A as “1”, IR B as “2”, etc.  Once a number has been assigned, it will not be reused if a doctor leaves.  New IRs will be assigned the next unused number.  


· Hospital ID:  The Hospital ID field allows for confidential analysis by hospital for sites where IRs perform UAE at more than one hospital.  It is assigned in the same manner as Operator ID through a code list created and maintained by sites.  If your site has only one hospital where UAE is performed, always enter “1”.  If your site has more than one hospital, create a codelist.  The Hospital ID field does not appear on the paper CRF; it is entered into the registry on Baseline Data page 1 of the web-based form.





· Long-term follow-up:  Patients from participating sites will not participate in the long-term follow-up component of the study.  Do not check the field “patient is willing to complete follow-up” on the first page of the CRF.  Leave this field blank.  

· Patient Registration Information:  Patient contact information is not necessary because patients do not participate in long-term follow-up. However, it is important that you enter a minimum of the patient’s name in order to be able to search by patient name.  See information under Web User Instructions for more details.

· Quality of Life Questionnaire:  Participating Sites are encouraged to administer the baseline Quality of Life Survey if resources permit.  If you administer the Quality of Life Survey, make sure to record the date that the survey was completed in the box provided at the top of the form.  The survey should be administered prior to the procedure as close to the procedure date as possible, but not on the day of the procedure to avoid biasing responses with any procedure-related stress or anxiety.

III.  30-Day Instructions:

· Follow-up visit window:  The window for completion of the 30-day follow-up visit is between 25 and 60 days from the baseline procedure date.  The optimal date of follow-up is at 30 days and should not be completed any earlier than 25 days.

· 30-Day data should be collected directly from the patient.  This can be done either in person or by telephone.

IV.
Monthly Reports:

Each month participating sites will receive two reports via e-mail:

· The Case Volume Monthly Status Report:  This report indicates the site’s contribution to the registry in terms of cases submitted to the overall volume and enrolled cases.  Enrolled cases are further broken down by those which are eligible for analysis (where all 7 required fields have been completed.)  Review this report for a discrepancy between the number enrolled and those eligible for analysis.  If you notice a discrepancy, consult your cases for those with missing required fields.  Once the data is supplied, the case/s will be eligible for analysis.

· 30-Day Follow-up Contact List:  This is a work-list provided to help sites manage 30-day follow-up.  It indicates patients who are currently due and those who will be due in the next month, along with the optimal date for follow-up (30 days from baseline procedure).  Patients are dropped from the list when follow-up is greater than 60 days past-due.  

V.
Data Lock:

· All of a patient’s baseline and 30-day data will be locked 6 months from the baseline procedure data.  After a record is locked, no further entry or updates can be made by site users via the web-based forms.

REGISTRY CONTACTS

For additional information or questions, please contact:

· CIRREF:  

They’ll help you with questions about your site agreement and site responsibilities and expectations for the Registry.  

Carolyn Strain
CIRREF Research Manager

  Strain@scvir.org
  (703) 691-1805

  (703) 691-1855, fax

· DCRI Data Coordinating and Analysis Center:  

They’ll help you with IRB questions, enrollment, data collection issues (data definitions, data quality, etc), data entry website support, monthly reports, and the monthly newsletter.

Kelly Agan          
DCRI Project Coordinator

  kelly.agan@duke.edu
  (919) 668-8928

  (919) 668-7027, fax

Search type toggle box





Website Main Menu:  


Go to the website main menu to:





Search for an entered case.


Add a new case.


Enter a 30-day follow-up form.


Send a message to the website Help Desk.


Obtain “Useful Tips” for using the website.

















Enter search text here (case number or name) and click  “search”





(Case Listing for your site:  The website currently does not allow for obtaining a complete list of each site’s enrolled cases.  In order to see a listing of several cases, you can search by entering an “e”  or a “t” (many names typically have these letters) under the Patient Last Name search type.


Note:  it is strongly recommended that you create and maintain a manual listing of your site’s enrolled cases for reference.





(The website allows for search of a site’s case records by patient last name or by case number.  The search box is located on the main page of the website (as shown above) in the upper left hand corner.  Toggle the “Search Type” list box to select the search type, then type the search text in the box and click the green “search” button.








Baseline Case Report Form Menu:  Once data has been entered on the case report form for an individual case (beginning with Patient Intake Data) a menu for the CRF sections will appear on the left-hand side of the screen.  All sections of the case report form are displayed.  A check will appear in the bubble next to the section if any data has been entered.  A check does not mean, however, that the data is complete.  It simply indicates that some data has been entered in that section.











Required fields:  The seven required fields are marked on the paper CRF with a double asterisk (**). They are also shown on the web forms with a single asterisk.  If any of these fields are missing after initial data entry, the system will give the user a message indicating that the case was not submitted to the analysis database along with a list of missing fields.  Once missing data has been recovered and updated on the web form, the case will be eligible for analysis.








On the web form you will see two fields “Symptom Score” and “Quality of Life Score”  under the Quality of Life section on Baseline Data Page 3.


Click on the “Calculate Button” to pull up the survey entry form.  Enter all indicated responses.  Once you are finished entering, click the “calculate” button at the bottom of that screen.  The system will calculate the symptom and quality of life scores and return you to the main CRF page and will input the scores into the boxes on the CRF page.  


If you receive a score of “999” this indicates that insufficient data was entered to be able to calculate a score, indicating that one or more responses were missing.  If you believe that you entered a complete form, return to the form and re-check data entry.








Click the “Calculate” button here





Scores





To add 30-day data:  Find the patient using the search option.  Click on the 30-data data option to the right of the patient’s name to open the form and begin entering data.


Note: A 30-day form cannot be entered unless the follow-up date is at least 25 days from the baseline procedure date.  








Click on “30-day” to enter or view 30-day data





The web-based entry system contains a change log to capture change information for all data updates that are made by site users.  When any change is made to the data, a dialog box will appear prompting the user to enter a change reason; select and enter the reason that is appropriate.  A reason must be selected in order to save the new value.  After entering the reason, click “ok” to return to the CRF page.





There are three change reason options:


 


Patient Request


Data Initially Unavailable


Data Entry Error. 





Codelist Example:  





IR Doctor�
Operator ID�
�
Dr. Skywalker�
1�
�
Dr. Bones�
2�
�
Dr. Kildare�
3�
�






Codelist Example:  





Hospital�
Hospital ID�
�
Hometown Hospital�
1�
�
Acrosstown Hospital�
2�
�






Operator ID





Hospital ID
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