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1 INTRODUCTION 

This document describes the Functional Specification (FS) for the VSIMS – MSA System 

Version 8.0. 

2 VSIMS-MSA 

2.1 Overview 

VSIMS is a web based system designed to automate participant enrollment and data 
collection, serve as a resource for study-specific information, and facilitate 
communication across multiple study sites.  The ability of the system to adapt to 
different sets of business criteria and workflows makes it possible for multiple study 
protocols to be supported by VSIMS. 

VSIMS-MSA is the application that will be used to provide data collection for the “ 
MSA” (“Study Protocol”).  VSIMS-MSA will be used to submit data, confirm eligibility, 
track specimens, track questions and answers between coordinating centers and sites, 
obtain information about the study, and perform administrative functions.  All study 
documents, reports, forms, etc., will be printable, including data entered for a 
participant. 

2.2 Site Access 

A user must have a valid user name and password to access the VSIMS-MSA site.  
Since the site is a secure site, the request for a user name and password is a manual 
process.  A potential user must complete an Access Application, which is available by 
clicking on the New User hyperlink located in the bottom left hand corner of the VSIMS 
Enter Page located at the following URL: <website address>  An overview consisting of 
the following appears:  

 Explanation of login name and password requirements  

 Explanation of how a user receives a password  

 Contact information for whom to send the access application  

 Hyperlink to the access application. 

Clicking on the Access Application hyperlink takes the potential user to a Contact 
Information form where potential users must enter their First Name, Last Name, E-mail, 
Phone, Title, Organization, and Working Address (street, city, state, zip).  In addition, 
potential users must select the protocol for which they are requesting access (Hold 
CTRL key and click on the applicable protocols for more than one protocol).  When 
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finished, the potential user selects the Next Page button and the Access Application is 

displayed. 

The key-entered contact information is temporarily stored in a table and it is displayed 
on the Access Application. Potential users must document that they have received the 
required human subjects training and protocol training/VSIMS test environment 
training.  In addition the Access Application serves as notification that COMPASS will 
be using their login/password as an electronic signature (audit trail/history).  Once the 
application is completed, potential users may select the hyperlink e-mail address to 
send an email to the DMCC Project Manager.  Potential users must print, complete, 
sign, date and fax or mail the Access Application to the DMCC Project Manager. 

Upon receipt and approval of the completed Access Application, the DMCC Project 
Manager will assign Data Access Rights and VSIMS User Rights to the requesting 
user.  The user name is sent via email while the password is sent via US Mail. The 
user is required to change their password the first time they login to the system. 

2.3 User Rights 

The EDRN DMCC Project Manager assigns VSIMS User Rights.  The System Support 
staff creates the accounts, and the Program Assistant enters the new access 
information into the VSIMS-MSA Study Info, Directory. 

The VSIMS User Rights, which combine user and data rights into seven different 
access levels, define rights assigned to a user to access and use functions under 
Submit Data and Confirm Eligibility from a specified protocol.  The User Rights also 
define a user’s rights within a specified protocol for the following VSIMS components: 
Specimen Tracking, Reports, Issue Tracking, Data Transfer, Study Info and 
Administration.  Below is a “mapping” of the new VSIMS User Rights to the old VSIMS 
User and Data Access Rights: 

 

 

 

 

 

 

 

 

 

UserRightID UserRightFullName MapToID MapToName 
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Staff 
Directory 
assigned 

Staff Directory assigned User 
Right name 

previous 
VSIMS 
id/role  

Previous VSIMS ID/role 
name 

1 Administrative Rights (Data entry) 217 Data Entry 

2 Key Staff Rights 220 Master Read Only 

3 Working Rights 217 Data Entry 

4 Master Visitor Rights 220 Master Read Only 

5 Visitor Rights 219 Site Read Only 

6 Administrative Rights 220 Master Read Only 

100 None 0 None 

    

    

Explanation of mapping:   

 
When User Right is assigned via 
Staff Directory  

It becomes previous 
VSIMS role id: 

 Administrative Rights (Data entry)  Data Entry 

 Key Staff Rights  Master Read Only 

 Working Rights  Data Entry 

 Master Visitor Rights  Master Read Only 

 Visitor Rights  Site Read Only 

 Administrative Rights  Master Read Only 

 None  None 

    

 Data updated in:  Data updated in: 

 Database: NewCompass  Database: NewCompass 

 Table: tblStaffProtocol  Table: tblStaffProtocol 

 Field: UserRightID  Field: RoleID 

 

 
VSIMS User Rights: 

None No rights to access any information 

Key Staff Rights  Enter, update, and delete data for a specific site within a specific 
protocol (excluding participant data).  Read data from any site within a specific 
protocol.  No data entry access. 

Working Rights  Read, enter, update, and delete data for a specific site within a 
specific protocol. 

Master Visitor Rights  Read all data from a specific site within a specific protocol.  Read 
data from any site within a specific protocol (excluding participant data).  No data entry 
access. 
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Visitor Rights  Read data from a specific site within a specific protocol.  No data entry 
access. 

Administrative Rights  Access to administration tools within a specific protocol.  Enter, 
update, and delete data (excluding participant data) within a specific protocol.  Read 
data from any site within a specific protocol. 

Administrative Rights (Data Entry)  Access to administration tools within a specific 
protocol.  Read, enter, update, and delete data from any site within a specific protocol. 

2.4 Available Components 

Submit Data – only users with VSIMS User Rights equal to Working Rights can use the 
subcomponents, all other users can see the options available, but cannot use the 
functions. 

Confirm Eligibility - only users with VSIMS User Rights equal to Working Rights can 
use the subcomponents, all other users can see the options available, but cannot use 
the functions. 

Specimens – users from clinical sites see only the subcomponents for shipping and 
search, all other users see enter/update, shipping, receiving and search.  Users with 
VSIMS User Rights equal to Administrative Rights also see Tools.  Specimen Profile is 
available during protocol set-up and then is only accessible by programmer. 

Reports – all users see all Participant Data and Specimen Data reports.  Users with 
VSIMS User Rights equal to Administrative Rights see Audit Reports (Participant Audit 
Trail and Specimen Audit Trail). 

Issue Tracking - not being validated. 

Study Info – all users can view all components.  For Directory, a user with VSIMS User 
Rights equal to Key Staff Rights or Working Rights can only update their own site’s 
contact information.  A user with VSIMS User Rights equal to Master Visitor Rights or 
Visitor Rights can update only their own contact information. Only users with VSIMS 
User Rights equal to Administrative Rights can assign VSIMS User Rights. 

Administration – only users with VSIMS User Rights equal to Administrative Rights can 
view this component. 

 

2.5 Submit Data (Participant Data and Forms) 

A user with VSIMS User Rights equal to Working Rights may access and submit 
participant data for their site.  A user that also has VSIMS User Rights equal to 
Administrative Rights (Data Entry) may access and update/delete data for any site. All 
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forms must be entered into VSIMS-MSA through the Baseline Entry or Follow-up Entry 

components of Submit Data. 

2.6 Specimen Tracking 

A user with VSIMS User Rights equal to Working Rights, Key Staff Rights or 
Administrative Rights may enter new original specimens by accessing the hyperlink 
from the Specimen Collection or Follow-up Urine Collection confirmation page(s).  
Currently sites are only permitted to enter new specimens or update specimens via the 
Baseline Entry or Follow-up Entry component. Therefore, they must have VSIMS User 
Rights equal to Working Rights to enter or update specimens. A user with VSIMS User 
Rights equal to Working Rights can ship specimens.  A user from designated lab sites 
with VSIMS User Rights equal to Working Rights can receive specimens, update 
original specimens, create/update child specimens and ship specimens.  A user with 
VSIMS User Rights equal to Working Rights or Visitor Rights can search specimens for 
their own site.  A user with VSIMS User Rights equal to Key Staff Rights or DMCC 
Administrative Rights can search specimens for all sites. 

 

 

3 FUNCTIONAL SPECIFICATIONS 

Reference Description URS 

SECURITY  

OQ-1 FS-01-
005 

A New User hyperlink is available to any person who accesses the VSIMS site 
<website address> (Version 1.0) 

01-005 

OQ-1 FS-01-
010 

Clicking on the New User hyperlink will bring up an introductory page with a VSIMS 
Access Application hyperlink (Version 1.0) 

01-005 

OQ-1 FS-01-
015 

The VSIMS Access Application page will display when the hyperlink is clicked and 
all * fields are completed (Version 1.0) 

01-005 

OQ-1 FS-01-
020 

When the Next Page button is clicked the system will perform various edits to verify 
that all required fields have been populated (Version 1.0) 

01-005 

OQ-1 FS-01-
025 

An error message will be displayed indicating the required fields that are blank 
(Version 1.0) 

01-005 

OQ-1 

OQ-4 

FS-01-
030 

When all required fields have been populated and the Next Page button is clicked 
the system will display the filled-out application and Confidentiality Pledge. (Version 
1.0) (Version 8.0, OQ-4) 

01-005 

OQ-1 FS-01-
035 

A user can print the pre-populated access application using the browser print icon 
(Version 1.0) 

01-005 

OQ-1 FS-01- An Application ID is automatically created by the system when a VSIMS Access 01-005 
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Reference Description URS 

036 Application is completed.  When DMCC staff are adding a new user to the EDRN 
Secure Site for VSIMS, the Application ID is entered to display automatically filled 
fields pertaining to the new users information (name, institution, etc).  The staff can 
then assign the appropriate user rights. 

OQ-1 FS-01-
040 

A user must press the Enter hyperlink to display the login screen (Version 1.0) 01-085 

OQ-1 FS-01-
045 

Access to the site is granted upon entry of a valid user name and password (11.200 
(a)(1)) (Version 1.0) 

01-005 

OQ-1 FS-01-
050 

If the user name and password combination is not valid access is not granted and 
the login screen is redisplayed (Version 1.0) 

01-005 

OQ-1 FS-01-
055 

If the user name and password combination is not valid for three consecutive tries, 
the user is locked out of the system for 30 minutes. (Version 1.0) 

01-005 
01-045 

OQ-1 FS-01-
060 

Upon entry of the user name and password for the first time and after the user has 
changed their password, the system will require the new user to select and answer 
two questions for use with the Forget Password action (Version 1.0) 

01-090 

OQ-1 FS-01-
065 

The VSIMS-MSA home page is displayed in a new browser window in which all 
browser related actions have been eliminated (Version 1.0) 

01-065 

OQ-1 FS-01-
070 

The system does not display browser menu toolbar (Version 1.0) 01-065 

OQ-1 FS-01-
075 

The protocol list will display only those protocols for which the user has approved 
access as per the processed application (Version 1.0) 

01-015 

OQ-1 

OQ-1  
((V 
8.0) 

FS-01-
080 

The MSA protocol must be selected to access the MSA protocol home page 
(Version 1.0) (Version 8.0 OQ-1) 

01-010 

OQ-1 FS-01-
085 

Users can change their password by clicking on the Change Password hyperlink on 
the VSIMS enter page. (Version 1.0) (Version 6.0, OQ-1) 

01-020 

OQ-1 FS-01-
090 

The change password page requires the entry of the Account name (user name), 
Old password, New password, and Confirm new password (Version 1.0) (Version 
6.0, OQ-1) 

01-020 

OQ-1 

OQ-7 

FS-01-
095 

If the User Name or Old password are entered incorrectly on the change password 
page an error message is displayed after the Submit button is clicked (Version 1.0) 
(Version 4.0 OQ-7)  

01-020 

IQ-10 

OQ-10 

FS-01-
100 

A new password must be at least 8 characters long (Version 1.0) 01-020 
01-005 

OQ-1 FS-01-
101 

A new password cannot contain all or a part of the username (Version 6.0) 01-005 
01-020 

OQ-1 FS-01-
102 

A new password must contain characters from three of the following categories:  
Uppercase letters, lowercase letters, number, non-alphanumeric characters (like # 

01-020 
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Reference Description URS 

and !)  (Version 6.0) 

OQ-1 FS-01-
105D 

The new password cannot be the same as the old password (Version 1.0) 01-020 

OQ-1 FS-01-
106 

User cannot reuse the last 5 passwords  (Version 6.0) 01-020 

OQ-1 FS-01-
110 

The system will verify that the New password and Confirm new password are 
identical (Version 1.0) 

01-020 

OQ-1 FS-01-
115 

If all of the data on the change password page are entered correctly a confirmation 
page is displayed informing the user of the successful password change and 
instruction to close the browser. (Version 1.0) 

01-025 

OQ-1 

OQ-7 

FS-01-
120 

A user can obtain assistance with their password by clicking on the Forget 
Password hyperlink on the VSIMS enter page and entering their User Name 
(Version 1.0) (Version 4.0 OQ-7) 

01-025 

OQ-1 FS-01-
125 

A user must enter a valid user name and press the Submit button to obtain 
password assistance (Version 1.0) 

01-025 

OQ-1 FS-01-
130 

If either password assistance question is selected or answered incorrectly an error 
message is displayed informing the user that at least one answer was incorrect. 
(Version 1.0) 

01-025 

OQ-1 FS-01-
135 

If a valid user name is entered and the submit button clicked, the user is prompted 
to select and answer the two password assistance questions the user selected the 
first time they logged in to VSIMS. If both the questions and answers are entered 
correctly their password is displayed on the screen. They are also prompted with 
the following: to protect your user account and the web site, please close this 
window and re-open your browser to access the Secure Web Site.  (Version 1.0) 

01-025 

OQ-1 FS-01-
140 

All users given new passwords by the DMCC will be prompted to change the 
issued password upon initial entry into VSIMS. (Version 1.0) 

01-005 
01-090 

IQ-10 FS-01-
145 

All passwords expire after six months (11.300(b)) (Version 1.0) 01-030 

OQ-1 

OQ-7 

FS-01-
150 

A user’s session will be timed out after 60 minutes of no activity (Version 1.0) 
(Version 4.0 OQ-7) 

01-035 

OQ-1 FS-01-
155 

User must log-in twice if he/she fails to use the Logout feature to leave VSIMS-
MSA. (Version 1.0) 

01-040 

OQ-1 FS-01-
160 

If an invalid user name is entered in forgot password function an error message is 
displayed informing the user that the user name entered is not valid (Version 1.0) 

01-025 

IQ-10 FS-01-
165 

A user’s account will be deleted after one year of no activity (Version 1.0) 01-055 

IQ-10 FS-01-
170 

A user’s account will be deactivated after six months of no activity (Version 1.0) 01-050 

OQ-1 FS-01- The protocol name, protocol ID, user name and site ID will be displayed on the 01-070 
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Reference Description URS 

175 VSIMS menu bar with the logout, home, back, print and VSIMS buttons. (Version 
1.0) 

01-065 

IQ-10 FS-01-
180 

No two individuals can have the same user name (Version 1.0) 01-080 

OQ-7 

PQ-2 

FS-01-
185 

The system will maintain a log of all login activity (Version 1.0) (Version 8.0, PQ-2) 01-060 

OQ-4 FS-01-
190 

The system displays the VSIMS menu bar in PDFs (Version 1.0) 01-070 

OQ-4 FS-01-
195 

A security link is provided in the footer of each page to verify the security of the 
website via a third party (Thawte). (Version 1.0) 

01-075 

OQ-1 FS-01-
200D 

Access to enter, update, and delete options in Submit Data is available only to 
users with Data Access Rights equal to Data Entry. (Version 1.0) 

01-095 

OQ-2 FS-01-
201 

Access to enter, update, and delete options in Submit Data is available only to 
users with User Rights equal to Working Rights or Administrative/Data Entry. 
(Version 6.0) 

01-095 

OQ-1 FS-01-
205D 

Access to Confirm Eligibility is available only to users with Data Access Rights 
equal to Data Entry. (Version 1.0) 

01-095 

OQ-2 FS-01-
206 

Access to Confirm Eligibility is available only to users with User Rights equal to 
Working Rights. (Version 6.0) 

01-095 

OQ-1 

OQ-2 

FS-01-
210 

Access to administrative functions is available only to users with VSIMS User 
Rights equal to Administrative or Administrative/Data Entry. (Version 1.0) (Version 
6.0, OQ-2) 

01-095 

OQ-1 FS-01-
215D 

Users with Data Access Rights equal to Site Read Only can view the data entered 
at their site only. (Version 1.0) 

01-095 

OQ-2 

OQ-1 

FS-01-
216 

Users with User Rights equal to Visitor Rights can view the data entered at their 
site only. (Version 6.0) (Version 7.0, OQ-1) 

01-095 

OQ-1 FS-01-
220D 

Users with Data Access Rights equal to Master Read Only can view the data 
entered by any site. (Version 1.0) 

01-095 

OQ-2 FS-01-
221 

Users with User Rights equal to Master Visitor Rights can view the data entered by 
any site. (Version 6.0) 

01-095 

OQ-1 FS-01-
225D 

Users with Data Access Rights equal to None do not have any access to study data 
via Submit Data or Confirm Eligibility (Version 1.0) 

01-095 

OQ-1 

OQ-2 

FS-01-
230 

Users with VSIMS User Rights equal to Key Staff Rights can use any function other 
than data functions for any site. (Version 1.0) (Version 6.0, OQ-2) 

01-095 

OQ-1 

OQ-2 

FS-01-
235 

Users with VSIMS User Rights equal to Working Rights can use functions other 
than data functions for their site only. (Version 1.0) 

01-095 

OQ-1 FS-01-
240 

Users with VSIMS User Rights equal to Master Visitor can view information from 
any site for all functions other than Submit Data and Confirm Eligibility. (Version 

01-095 
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Reference Description URS 

OQ-2 1.0)  (Version 6.0, OQ-2) 

OQ-1 

OQ-2 

FS-01-
245 

Users with VSIMS User Rights equal to Visitor can view any information for their 
site only other than Submit Data and Confirm Eligibility (Version 1.0) (Version 6.0, 
OQ-2) 

01-095 

OQ-1 

OQ-2 

FS-01-
250 

Users with VSIMS User Rights equal to None do not have any access to VSIMS-
MSA (Version 1.0) (Version 6.0, OQ-2) 

01-095 

OQ-2 FS-01-
255 

Users with VSIMS User Rights equal to Administrative can view any information 
from any site and enter specimen data.  User cannot enter data under Submit Data 
and cannot confirm participant under Confirm Eligibility (Version 6.0) 

01-095 

OQ-2 FS-01-
260 

Users with VSIMS User Rights equal to Administrative/Data Entry can view any 
information from any site and enter specimen data.  User can enter data for any 
site under Submit Data.  User cannot confirm participant under Confirm Eligibility 
(Version 6.0) 

01-095 

PARTICIPANT ID & SPECIMEN ID   

OQ-2 

OQ-1 

PQ-3 

FS-02-
005 

The system accepts only Specimen IDs that are generated by the DMCC, made up 
of 3-digit protocol ID, 3-digit site ID, 5-digit specimen identifier and 1-digit check 
digit (Version 1.0) (Version 8.0 OQ-TC-1) (Version PQ-3 <test server> IDs meet 
criteria and therefore are allowed in Production - Specimen ID and Participant ID 
entered in error is no longer found) 

02-005 
02-010 
02-025 
02-035 

OQ-2 

OQ-1 

PQ-1 

FS-02-
010 

The system accepts only Participant IDs that are generated by the DMCC, made up 
of 3-digit site ID, 4-digit  group number and 1-digit check digit, and match the 
protocol ID and site ID of the user logged in. (Version 1.0) (Version 8.0 OQ-1) 

(PQ-TC-1 Version 8.0 – removed feature that allows us to generate 
participant IDs only in production – feature left in <test server> for testing)- 

02-005 
02-010 
02-015 
02-020 

OQ-2 FS-02-
015 

Participant ID Labels are provided by the DMCC with the ID coded into a 2-D 
barcode and the ID provided in a text format. Using the provided 2-D barcode 
scanner attached to standard keyboard port (or USB adapter used), when the data 
matrix label is scanned the 8-digit participant ID populates (Version 1.0) 

02-015 

OQ-2 FS-02-
020 

Participant IDs are checked to ensure length, no duplicates, match to the Site ID 
and Protocol ID of the user logged into VSIMS-MSA, and satisfaction of the IBM 
Mod10 check-digit algorithm. (Version 1.0) 

02-010 

OQ-2 

PQ-1 

FS-02-
025 

Specimen ID Labels are provided by the DMCC with the ID coded into a 2-D 
barcode and the ID provided in a text format. Using the provided 2D barcode 
scanner attached to standard keyboard port (or USB adapter used), when the data 
matrix label is scanned the 12-digit specimen ID populates.  Specimen IDs are 
created using Site & Number of IDs (Version 1.0) (Version 2.0 PQ-TC-1) 

02-025 

OQ-2 

PQ-16 

FS-02-
030 

Specimen IDs are checked to ensure 12-digits, match protocol, no duplicates and 
satisfaction of the IBM Mod10 check-digit algorithm. (Version 1.0) (Version 3.0 PQ-
16) 

02-010 
02-025 

CDE AND FORM DEVELOPMENT AND MAINTENANCE  

PQ-3 FS-03- A new CDE associated to an MSA Form displays on the form screen. (Version 1.0) 03-005 
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Reference Description URS 

OQ-4 005 (Version 4.0 OQ-4) 

PQ-3 

OQ-4 

FS-03-
010 

A modified CDE associated to an MSA Form updates the corresponding form 
screen. (Version 1.0) (Version 4.0, OQ-4) 

03-005 

PQ-3 

OQ-2 

FS-03-
015 

A modified permissible value associated to an MSA Form updates the 
corresponding form screen.  (Version 1.0 PQ-3 and Version 4.0, OQ-2) 

03-005 

PQ-3 FS-03-
020 

A CDE removed from an MSA Form no longer displays on the form screen. 
(Version 1.0) 

03-005 

PQ-3 FS-03-
025 

A new Form can be created and added to a protocol (Version 1.0) 03-005 

PQ-3 FS-03-
030 

The base ID will be displayed as the CDE ID on all forms.  (Version 1.0) 03-005 

PQ-1 

OQ-4 

OQ-1 

FS-03-
035 

The tool allows a user to assign question order, primary key, required field, skip 
patterns and data type (Version 1.0 – PQ-1 and Version 4.0 OQ-4, OQ-1) (Version 
7.0, OQ-1) 

03-005 

PQ-1 FS-03-
040 

The tool allows for protocol specific instructions and shows asp form with or without 
instructions (Version 1.0) 

03-005 

PQ-21 FS-03-
045 

The tool allows for more than one version of a form to be in use at any given time 
(Version 1.0) 

03-005 

SUBMIT DATA  

PQ-1 

PQ-21 

FS-04-
002 

Only active (most current version) forms display at top of list, and designated 
Expired forms display at bottom. (Version 1.0) 

04-002 

PQ-6 FS-04-
003 

Sites without IRB approval can not enter data. (Version 1.0) 04-004 

PQ-21 FS-04-
004 

Sites are allowed to enter more than one form version at time and update data from 
an old value to a new value (Version 1.0) 

04-003 

OQ-4 

OQ-3 

FS-04-
005 

Primary key data appear first for each selected form and are required (Version 1.0) 
(Version 6.0, OQ-3) 

04-110 

OQ-1 FS-04-
006 

Subform primary keys do not appear first for each selected form (version 4.0) 
(Version 1.0) 

04-110 

OQ-4 FS-04-
010 

Site ID and Protocol ID pre-populate on all forms based on login (Version 1.0) 04-025 

OQ-4 

OQ-1 

FS-04-
015 

Visit Code calculates and pre-populates on all follow-up forms. (Version 1.0) 
(Version 4.0) (Version 7.0, OQ-1) 

04-030 

OQ-1 FS-04-
016 

User instructed to complete a study termination form if follow-up forms are entered 
after the F24 visit window has closed. (Version 7.0) 

04-030 
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OQ-4 
PQ-4 

FS-04-
020D 

Site ID 141 and 005 are the only sites able to access Core Pathology and Follow-
up Core Pathology (deleted – tested in Version 2.0 PQ-TC-4) 

04-105 

OQ-4 
PQ-2 

PQ-2 

PQ-3 

PQ-4 

PQ-5 

PQ-6 

PQ-13 

OQ-1 

OQ-2 

OQ-3 

OQ-6 

OQ-1 

OQ-1   
(V 8.0) 

FS-04-
025 

The forms automatically step through the skip patterns identified for each form and 
forms must be entered in specified order as outlined in Appendix 1. MSA Protocol 
Deviation is a follow-up form that is allowed for a control group participant (tested in 
Version 1.0 , Version 2.0 PQ-TC-2 and Version 3.0 PQ-TC-2, PQ-TC-3, PQ-TC-4, 
PQ-TC-5, PQ-TC-6, PQ, PQ-TC-13 ).   (Version 4.0, OQ-1, OQ-2)  (Version 6.0, 
OQ-3, OQ-6) (Version 7.0, OQ-1) (Version 8.0, OQ-1) 

04-035 
04-115 - 
04-217 

OQ-4 
PQ-3 

PQ-2 

PQ-3 

PQ-4 

PQ-5 

PQ-6 

PQ-13 

OQ-3 

OQ-1 

FS-04-
030 

Edit checks for Consent, Eligibility, and valid forms for a proposed group are 
performed based on criteria identified and outlined in Appendix 1 (tested in Version 
1.0 , Version 2.0 PQ-TC-3 and Version 3.0 PQ-TC-2, PQ-TC-3, PQ-TC-4, PQ-TC-
5, PQ-TC-6, PQ-TC-13) (Version 6.0, OQ-3) (Version 7.0, OQ-1) 

04-040 
04-045 

OQ-4 FS-04-
035 

Required fields are indicated by *  (Version 1.0) 04-020 

OQ-1 FS-04-
036 

Completion of a key entered form generates a Confirmation Page (Version 4.0 OQ-
1) 

04-045, 04-
050 

OQ-4 

OQ-7 

FS-04-
040 

View Detail displays confirmation page of a key-entered form (Version 1.0) (Version 
4.0, OQ-7) 

04-050 

OQ-7 FS-04- View Detail displays Ineligible notes at top when pertinent (Version 4.0 OQ-7) 04-050  
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OQ-1 041 (Version 7.0, OQ-1) 

OQ-4 

PQ-4 

PQ-1 

FS-04-
045 

Hard copy forms are located under the Submit Data component in printable format 
(asp), two copies (one with instructions and one without), and are maintained in the 
production environment only.  Hard copy forms show the *Required indicator and 
the skip pattern. (tested in Version 1.0, Version 2.0 PQ-TC-4 and Version 3.0 PQ-
TC-1). 

04-220 

OQ-4 FS-04-
050 

Form data are entered by selecting the radio button for a given form (Version 1.0) 04-005 
04-015 

OQ-1 

PQ-2 

FS-04-
055 

Users views data from Status Page or View Detail in Update. (Version 1.0) (Version 
3.0 PQ-TC-2) (Version 7.0, OQ-1) 

04-010 

OQ-1 FS-04-
056 

If no data are entered for a given participant for a selected form the message 
“Warning: The selected form is not input database yet. Please double check.” 
Appears (Version 1.0) 

04-010 

OQ-4 

PQ-2 

PQ-4 

PQ-5 

OQ-1 

FS-04-
060 

Update is accessed from the Status Page, only one field can be updated at a time 
and a reason is required. (Version 1.0)  (Version 3.0 PQ-TC-2, PQ-TC-4, PQ-TC-5) 
(Version 8.0 OQ-1 – Site 5 can update a Consent Form after accrual complete) 

04-065, 
070, 075, 
080, 085 

OQ-1 FS-04-
061 

User with appropriate rights can update a *Req Field to NULL (Version 4.0) 04-075 

OQ-4 FS-04-
065 

Delete is accessed from the Status Page and a reason is required. (Version 1.0) 04-090, 
095, 100 

OQ-4 FS-04-
070 

A link appears on the CDE ID that takes the user to the CDE information. (Version 
1.0) 

04-015 

OQ-4 

OQ-1 

FS-04-
075 

Status Page Displays Task Status: Key-entry: Begin (or resume processing), 
Update: Process, Delete:  Click Here, View Only (Version 1.0) (Version 7.0, OQ-1) 

04-015 

OQ-4 

PQ-2 

PQ-2 

PQ-4 

PQ-5 

OQ-2 

FS-04-
080 

Update for Baseline data works prior to a participant being assigned to a final group 
but is not accessible once final group assignment has been made, unless VSIMS 
User Rights equal to Administrative/Data Entry (tested in Version 1.0, Version 2.0 
PQ-TC-2 and Version 3.0 PQ-TC-2, PQ-TC-4, PQ-TC-5).  (Version 6.0, OQ-2) 

04-065 
04-070 
04-075 

04-085 

PQ-21 

PQ-4 

PQ-5 

FS-04-
081 

User can update data values to ineligible values as long as the participant has not 
been assigned to a final group. (Version 1.0) 

04-075 
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OQ-4 

OQ-2 

FS-04-
085 

Delete for Baseline data works prior to a participant being assigned to a final group 
but is not accessible once final group assignment has been made, unless VSIMS 
User Rights equal to Administrative/Data Entry (Version 1.0). (Version 6.0,  
OQ-2) 

04-090 
04-095 

OQ-4 FS-04-
090 

Update for Follow-up data can be accessed only after the participant has been 
assigned to a final group and follow-up key-entry has begun. (Version 1.0) 

04-080 

04-085 

OQ-4 FS-04-
095 

Delete for Follow-up data can be accessed only after the participant has been 
assigned to a final group and follow-up key-entry has begun. (Version 1.0) 

04-095 

OQ-4 

PQ-1 

FS-04-
100D 

The system provides access to the Specimen Tracking System for entry of new 
specimens via the Confirmation Page or Status Page. (Version 1.0) 

06-025 

PQ-1 

OQ-1 

FS-04-
101 

Subforms are automatically accessed when a series of DE need to be answered for 
more than one item.  Primary keys are required and error message displays if left 
blank.  (Version 1.0) (Version 4.0, OQ-1) 

04-110 

Hardcopy Forms 

PQ-1 FS-04-
102 

The hardcopy forms are asp forms generated directly form CDE Tool (Version 1.0) 04-220 

OQ-1 FS-04-
103 

The hard copy forms allow for hard coded text to appear that is not in the CDE 
repository (Version 4.0) 

04-220 

OQ-1 FS-04-
104 

Signature and date line must appear on Eligibility Form and Study Termination 
Form (Version 4.0) 

04-220 

Data Transfer 

PQ-15 

OQ-6 

FS-04-
105 

MSA Laboratory can submit MSA assay results to the DMCC. (Version 1.0) 
(Version 8.0 OQ-6) 

04-225 

PQ-15 FS-04-
110 

NCI-Fredrick can download data from the specimen tracking system to import into 
their specimen tracking system. (Version 1.0) 

04-225 

PQ-15 FS-04-
115 

Authorized users can download study data. (Version 1.0) 04-225 

 CONFIRM ELIGIBILITY  

OQ-5 FS-05-
001 

All required forms must be completed including appropriate Visit Code selection 
(Version 4.0) 

05-005 

OQ-5 

PQ-3 

PQ-2 

PQ-7 

PQ-8 

FS-05-
005 

Eligibility checks are performed based on criteria identified and outlined in 
Appendix 1 and all required/optional forms are displayed (tested in Version 1.0 , 
Version 2.0 PQ-TC-3 and Version 3.0 PQ-TC-2, PQ-TC-7, PQ-TC-8, PQ-TC-12 
and re-tested Version 4.0 OQ-1) (Version 7.0, OQ-1) 

05-005 
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PQ-12 

OQ-1 

OQ-5 

PQ-3 

OQ-1 

FS-05-
010 

A participant in Control Group 2 will be placed in the Control Group 2 sub-group for 
which they are eligible (a, b, c, and d) with the fewest participants already assigned 
among the sub-groups for which the participant is eligible. (Version 1.0)  (Version 
2.0 PQ-TC-3) (Version 7.0, OQ-1) 

05-010 

OQ-1 FS-05-
011 

A user must hit the submit button prior to confirmation (Version 7.0 OQ-1) 05-010 

OQ-5 

PQ-3 

PQ-12 

OQ-4 

FS-05-
015 

Contact Schedule for Cases Group 3 is automatically created and any regenerated 
contact schedule will not change from any previously generated contact schedule. 
(tested in Version 1.0 and Version 2.0 PQ-TC-3). Contact Schedule is based on 
date of Cystoscopy or TURBT if present and indicated on confirmation page. 
(Version 1.0) (Version 3.0 PQ-TC-12, Version 4.0 OQ-4) 

05-015 
05-020 

OQ-5 

PQ-7 

PQ-8 

PQ-9 

FS-05-
020 

Participants eligible for a given group (ie: 1, 2, 3) must be assigned to that group 
and that group only. (Version 1.0) (Version 3.0 PQ-TC-7, PQ-TC-8, PQ-TC-9, PQ-
TC-12) 

05-010 

OQ-5 

PQ-7 

PQ-8 

PQ-12 

FS-05-
025 

If a participant is ineligible for a proposed group, an error message will be displayed 
on the pre-confirmation page. (Version 1.0) (Version 3.0 PQ-TC-7, PQ-TC-8, PQ-
TC-12) 

05-005 

PQ-21 

OQ-5 

FS-05-
030 

Confirm Eligibility Logic is re-run after “update” (Version 1.0) (Version 4.0 OQ-5) 05-005 

PQ-20 

OQ-3 

FS-05-
035 

Participant with Ineligible Form considered ineligible. (Version 1.0) Message 
displays on Confirm Eligibility page (Version 6.0, OQ-3) 

05-005 

PQ-12 FS-05-
040 

Whole urine must be shipped before a participant can be confirmed to a final group. 
(Version 1.0) 

05-005 

PQ-22 FS-05-
045 

If more than 42 days between Consent Form Date and last lab/procedure date, 
then participant ineligible. (Version 1.0) 

05-005 

 SPECIMENS  

  Enter/Update  

PQ-16 FS-06-
001 

Sites must have IRB approval before being able to access sub-menus of Specimen 
Tracking System (Version 1.0) 

06-016 

OQ-4 

OQ-6 

FS-06-
005 

New “original” specimens are entered directly from the Specimens component – 
Enter/Update as long as a completed (all CDEs answered) Consent Form is 
entered.  STS tracks baseline or follow-up specimen.  Specimens can not be 

06-025D 

06-017 
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entered if consent form doesn’t indicate permission.  (Version 1.0) (Version 4.0, 
OQ-6) 

OQ-6 

PQ-16 

FS-06-
006 

Update “original” specimen are  done directly from the Specimens component – 
Enter/Update (Version 1.0) 

06-025 

OQ-6 

OQ-5 

FS-06-
010 

New “child” specimens can be entered only via the Specimens component - 
Enter/Update. For QC selected participants, more than one specimen can be 
entered  (Version 1.0 OQ-6 and 4.0, OQ-6) Child Samples may be entered from 
Other Child Samples (Version 8.0 OQ-5) 

06-020 

OQ-6 FS-06-
011 

Update “child” specimens can be done only via the Specimens component – 
Enter/Update (Version 1.0) 

06-020 

PQ-16 FS-06-
012 

Child Specimens ask for DNA/RNA in ng/µl and volume/concentration is 
“estimated” (Version 1.0) 

06-020 

OQ-4 FS-06-
015D 

Values (specify) entered via Submit Data component are pre-populated in original 
specimen screen based on specimen type and cannot be modified in the specimen 
tracking system (Version 1.0) 

06-020 

OQ-4 

PQ-2 

FS-06-
020 

The system displays the specimen processing questions link in the STS 
Enter/Update page after site enters specimen and after lab receives specimens. 
(Version 1.0) (Version 2.0 PQ-TC-2) 

06-030 

PQ-16 FS-06-
021 

If processing question answered “no” explanation box displays (Version 1.0) 06-030 

PQ-16 FS-06-
022D 

User with DMCC administrative rights can enter/update specimen for any site 
(Version 1.0) 

06-020 

OQ-2 FS-06-
022-1 

Only Users with VSIMS Administrative or Administrative/Data Entry User Rights 
can enter/update specimens for any site (Version 6.0) 

06-020 

OQ-2 FS-06-
022-2 

Users with VSIMS Rights equal to Working Rights can enter/update specimens for 
their own site (Version 6.0) 

06-020 

PQ-16 FS-06-
023 

Specimen Status “defective” or “lost” requires a reason. (Version 1.0) 06-018 

OQ-6 FS-06-
024 

Processing Questions for DNA ask for storage at -20
o
C (Version 4.0) 06-030 

OQ-6 

OQ-2 

FS-06-
031 

User with VSIMS User Rights of Administrative or Administrative/Data Entry is able 
to delete a specimen by changing status (Version 4.0)  (Version 6.0, OQ-2) 

06-035 

OQ-6 FS-06-
032 

Assay results are entered via Enter/Update (Version 4.0) 06-033 

OQ-1 FS-06-
033 

User with DMCC administrative rights is able to replace Specimen IDs, which 
automatically changes pair IDs. (Version 5.0) 

06-034 

PQ-3 FS-06-
034 

Site ID 110 with “master visitor rights” is not able to view Specimen 
Tracking System (version 8.0 PQ-3). 

06-035 
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  Shipping  

OQ-6 FS-06-
025 

Entering Specimens as shipped generates a Shipping List (Version 1.0) 06-035 

OQ-6 FS-06-
026 

Updating specimen shipping information may be done via the Update Shipping 
Data link. (Version 1.0) 

06-035 

OQ-2 FS-06-
026-1 

Users with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
can update specimen shipping information for any site. (Version 6.0) 

06-035 

OQ-2 FS-06-
026-2 

User with VSIMS User Rights equal Key Staff or Working Rights can update 
specimen shipping information for their site only.  (Version 6.0) 

06-035 

PQ-16 FS-06-
027 

Shipping List displays specimen “status” (Version 1.0) 06-035 

PQ-16 FS-06-
028 

Shipping Carrier list Airborne changed to DHL/Airborne (Version 1.0) 06-035 

PQ-16 FS-06-
029 

Pull down list for Shipping List includes shipping site, destination site, and date 
shipped. (Version 1.0) 

06-035 

OQ-6 

OQ-2 

OQ-4 

FS-O6-
030 

Only sites that have entered a Specimen ID can ship that Specimen ID. (Version 
1.0) (Version 6.0, OQ-2) (Version 7.0, OQ-4) 

06-035 

OQ-6 FS-06-
035D 

Users not allowed to ship will receive a message to use the Reports component. 
(deleted - tested in Version 1.0) 

06-040 

OQ-6 FS-06-
040 

Specimen Processing Questions must be answered before shipping (Version 1.0) 06-045 

PQ-16 FS-06-
041D 

User with DMCC administrative rights can ship specimen for any site (Version 1.0) 06-035 

OQ-2 FS-06-
041-1 

Users with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
can ship specimens for any site. (Version 6.0) 

06-035 

OQ-2 FS-06-
041-2 

Users with VSIMS User Rights equal to Key Staff or Working Rights can ship 
specimens from their site only.  (Version 6.0) 

06-035 

PQ-16 FS-06-
042 

Delete JHMI from the shipping site and lab specimen stored pull down lists. 
(Version 1.0) 

06-035 

OQ-6 FS-06-
043 

Pre-confirmation shipping box displays, individual specimen IDs do not appear 
(Version 1.0 OQ-6 and Version 4.0- OQ-6) 

06-035 

  Receiving  

OQ-6 

OQ-2 

FS-06-
045 

Entering Specimens as received generates a Receiving List (Version 1.0) (Version 
6.0, OQ-2) 

06-050 

OQ-6 FS-06- Updating specimen receiving data may be done via the Update Receiving Data link. 06-050 
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OQ-2 046 (Version 1.0) (Version 6.0, OQ-2) 

PQ-16 FS-06-
047 

Receiving List displays specimen “status” (Version 1.0) 06-050 

OQ-6 

OQ-2 

FS-06-
050 

Receiving sites can receive only Shipping Lists that have been “sent” to their site. 
(Version 1.0) (Version 6.0, OQ-2) 

06-050 

OQ-6 FS-06-
055D 

Users not allowed to receive will receive a message to use the Reports component. 
(deleted - tested in Version 1.0) 

06-055 

OQ-6 FS-06-
060 

During receiving, users can access the Specimen Processing Questions by 
accessing Enter/Update page (Version 1.0) 

06-060 

PQ-16 

OQ-2 

FS-06-
061 

User with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
Rights can receive specimen for any site (Version 1.0) (Version 6.0) 

06-050 

  Search  

OQ-6 FS-06-
065 

Sites will only be allowed to view Participant ID from their own site and Laboratories 
will not be allowed to view Participant ID, but instead will see Pair ID (Version 1.0) 

06-070 

OQ-1 FS-06-
066 

Labs are not able to view any information about a replaced Specimen ID by 
searching by Specimen ID (old or replaced) or Participant ID – error message “This 
specimen information is not available to the lab user.  Please contact DMCC for 
assistance”. (Version 1.0) 

06-075 

OQ-6 FS-06-
070 

Search by Specimen ID (Specimen Detail) requires original Specimen ID or Child 
Specimen ID.  This report shows (Version 1.0): 

 Specimen ID 

 Site PI 

 Status 

 Time of Entry 

 Data Entered by 

 Link to Audit Report 

06-065 

OQ-6 

PQ-16 

OQ-2 

FS-06-
075 

Search by Site allows user to view specimens from their site only.  This report 
shows: (Version 1.0 OQ-6 and PQ-16, Version 4.0 – OQ-6) (Version 7.0, OQ-2) 

 Specimen Name(s) 

 Number Normal 

 Number Used/Discarded 

 Number Lost 

 Number Defective 

 Number Deleted 

06-065 
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 Link to Specimen Detail 

 DNA Quantity 

 DNA Concentration 

OQ-6 

OQ-2 

FS-06-
080 

Search by Specimen Type user must select type of specimen.  This report shows: 

 Lab Name 

 Specimen ID 

 Status (Normal, Used/Discarded, Lost, Defective, Deleted) 

 Link to Specimen Detail 

(Version 1.0) (Version 7.0, OQ-2) 

06-065 

OQ-6 

PQ-16 

FS-06-
085 

Search by PPT/Specimen requires Participant ID.  This report shows (Version 1.0): 

 All original specimens (ID, Specimen Name, Status and Lab) 

 All child specimens (ID, Specimen Name, Status, Lab, QC Status and 
Parent ID) 

 Link to Specimen Detail 

 If an incorrect participant ID is typed in the search field, an error message 
“Error entered wrong participant ID” displays. 

06-065 

OQ-2 FS-06-
086 

Search by Deleted Specimens allows users with User Rights equal to Visitor Rights 
to view deleted specimens at their site.  Users with Key Staff rights or above can 
view deleted specimens at any site. 

06-065 

OQ-6 

PQ-16 

FS-06-
090 

Shipping Report shows (Version 1.0): 

 Specimen ID 

 Specimen Name 

 Specimen Status 

 Pair ID 

06-065 
06-075 

OQ-6 FS-06-
095 

Receiving Report shows (Version 1.0): 

 Source Location 

 Destination Location 

 Normal Specimens Received (Specimen ID, Specimen Name, Pair ID) 

 Defective Specimens Received (Specimen ID, Specimen Name, Pair ID) 

 Lost Specimens Received (Specimen ID, Specimen Name, Pair ID) 

06-065 

OQ-6 FS-06-
100 

QC Report by Participant ID shows (Version 1.0): 

 Specimen ID for QC  

06-065 
06-075 



 
 

VSIMS – MSA Validation 
Study 

Functional Specification  

Document#:  108-
fs.doc 
Version:  8.0 
Page 21 of  34 

 

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF COMPASS.  
DO NOT COPY OR DISTRIBUTE WITHOUT PRIOR WRITTEN PERMISSION. 

 

Reference Description URS 

 Participant ID 

 Specimen Name 

 Status 

 Lab 

OQ-6 FS-06-
105 

QC Report by Specimen Type shows (Version 1.0): 

 Specimen ID for QC  

 Participant ID 

 Specimen Name 

 Status 

 Lab 

06-065 
06-075 

 Tools  

  ID Generator  

OQ-6 

PQ-1 

FS-06-
110 

This is run by entering required information (Number of IDs and Site to create 
Specimen IDs. (Version 1.0) (Version 2.0 PQ-TC-1) 

06-005 

  Run QC Selection  

OQ-6 FS-06-
115 

This is run at the beginning of the study to select Specimen QC samples (Version 
1.0) 

06-015 

OQ-6 FS-06-
120 

This selects 12% of the participant IDs to be QCs for each site. (Version 1.0) 06-015 

  Find Participant ID  

OQ-6 FS-06-
125 

This program allows for a DMCC user to enter a Pair ID and identify the 
corresponding Participant ID (Version 4.0) 

06-011 

REPORTS  

OQ-7 

PQ-17 

OQ-2 

OQ-3 
PQ-1 

FS-07-
005 

View or print Enrollment Report for all sites, specified site, all groups, or specified 
group. Users with VSIMS User Rights equal to Visitor Rights can view this report. 

This report shows the following broken down by enrolled, pending and ineligible (all 
recruiting sites are listed in all sub-tables no matter if site has participants in the 
category or not): (Version 1.0 OQ-7 and PQ-17, Version 4.0-OQ-2)  **Group 
number replaced with group description  (Version 6.0, OQ-2) (Version 7.0, OQ-2, 
OQ-3, PQ-1) 

 Site Name & ID 

 Number Group 1 (Healthy) 

 Number Group 2a (BPH) 

 Number Group 2b (Foreign Bodies) 

07-005 
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 Number Group 2c (Hematuria) 

 Number Group 2d (Infection) 

 Number Group 3 (Bladder Ca) 

 Total Number (Site Total) 

PQ-17 

PQ-5 

OQ-2 

OQ-3 

PQ-1 

FS-07-
006 

Master List: User can only see the master list for their own site unless VSIMS User 
Rights equal to Master Visitor, Key Staff, Administrative or Administrative/Data 
Entry (Version 1.0) (Version 2.0 PQ-TC-5).  Completion of an Ineligibility Form 
changes status from “Pending” to “Ineligible” (version 4.0 – OQ-2)  
(Version 6.0 - OQ-2, OQ-3) (Version 7.0, OQ-2, OQ-3, PQ-1) 

 Participant ID 

 Consent Date 

 Proposed Group 

 Final Group 

 Last Contact Date 

 Next Target Window 

 Gender 

 Ethnic Code 

 Race 

 Termination (Term.) 

 Protocol Deviation (Prot. Dev.) 

 Ineligibility Form (Inelig. Form) 

07-005 

PQ-17 

PQ-5 

 

FS-07-
007 

View or print Defective Specimen Report for all sites, specified site. This report 
shows the following: (Version 1.0) (Version 2.0 PQ-TC-5)   

 Specimen ID 

 Category 

 Specimen Type 

 Final Group 

 Defective Reason 

 Site ID  

NOTE: If viewing report for an individual site, the report will indicate all the 
defective specimens collected at the site and the Site ID column will indicate 
the current location. 

07-005 

PQ-17 FS-07-
008 

View or print Specimen Collection Report for one, two, three, at least one or none 
specimens have been collected from a participant during the baseline or following u 

07-005 
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PQ-5 

 

study. This report shows the following: (Version 1.0) (Version 2.0 PQ-TC-5) 

 Specimen Pair ID 

 Specimen Type 

 Site ID (originating site) 

 Proposed Group 

 Final Group 

 

PQ-17 FS-07-
009 

View or print Specimen Status Report for all or individual site.  The report shows 
the following: (Version 1.0) 

 Specimen ID 

 Shipping Status 

 Receiving Status 

 Lab Process Status 

07-005 

OQ-7 FS-07-
010 

Audit Report: Participant Audit Trail includes the date and time, the action 
performed, and the user ID or user name.  

 

The audit trail identifies each data element of the form to which a change is being 
made and contains the data in their original state and the data in their changed 
state. 
 

Users with VSIMS Users Rights equal to Administrative Rights can view or print the 
Participant Audit Trail for a specified participant ID from any site.  This report shows 
the following: 

 List of all possible forms keyed for a participant 

 User selects form and the following displays: 

 Date entered 

 Date modified 

 Old value 

 New value 

 Reason 

 Observations are listed in descending order 

(Version 1.0 and 4.0) 

12-005 
12-010 
12-020 

OQ-2 

PQ-3 

FS-07-
011 

DNA Pull List (Version 4.0) **creates batches of 15 participants, 60% Group 3, 20% 
Group 2 and 20% group 1, as long as DNA has concentration >=0.067.  If 
concentration/volume is updated the batch list reference to the 

07-005 
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volume/concentration at time of batch list generation is not updated (PQ-TC-3 
Version 8.0) 

OQ-1 

PQ-3 

FS-07-
012 

DNA Pull Lists with Replaced Specimen IDs, do not show Old Specimen IDs and 
only New Pair IDs display for paired samples.  Users with Working Rights only see 
Pair ID, DNA Blood ID and DNA Urine ID (Participant ID and Group do not display) 
(Version 5.0). Specimen Pair ID used for collection is no longer included in Pull List 
and is now linked by Assay Pair ID (PQ-TC-3 Version 8.0)- 

07-005 

OQ-5 

PQ-3 

FS-07-
013 

QC Lab DNA Pull List creates batches of 15 participants, selecting 25% (this 
results is 10% of total number of CBI batches) of the population already selected on 
the CBI DNA Pull List (Version 6.0) (PQ-TC-3 Version 8.0)- 

07-005 

OQ-7 

OQ-2 

FS-07-
015 

Users with DMCC Administrative Rights may view or print Specimen Audit Trail for 
specified specimen ID from any site.  This report shows the following: (Version 1.0) 
(Version 7.0, OQ-2) 

Original Specimen: 

 Specimen ID 

 Specimen Source 

 Current Specimen Type  

 Specimen Status 

 Lab 

 Entered by 

 Entered time & date 

 Participant ID 

 User 

 Date/Time 

 

Child Specimen: 

 Same as above, however Participant ID replaced with Parent Specimen ID 

 Original Volume 

 Current Volume 

 Concentration (for DNA/RNA only) 

 Total Number of Thaws 

 

12-005 
12-015 
12-020 

OQ-2 FS-07-
020D 

Hyperlink Enrollment Report to Enrollment Status by Month (Version 4.0) 07-005 

OQ-2 FS-07- Enrollment Report by Week (Last 8 Weeks).  Users with VSIMS User Rights equal 07-005 
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OQ-4 

OQ-2 

OQ-3 

021 to Visitor can view this report.  Report only includes recruiting sites and is broken 
down by Final Group Status, Pending Status and Ineligible Status. It is further 
broken down into site and group.  It displays a weekly total as well as a Group 
Total. (Version 6.0) (Version 7.0, OQ-2, OQ-3) 

OQ-2 

OQ-4 

OQ-3 

FS-07-
022 

Enrollment Report by Month (Consent Date).  Users with VSIMS User Rights equal 
to Visitor can view this report.  Table shows month/year with total for each group 
broken down by status (Confirmed, Pending and Ineligible).  A Grand Total is also 
calculated. (Version 6.0) (Version 7.0, OQ-3) 

07-005 

OQ-2 

OQ-3 

FS-07-
023 

Enrollment Demographics Report. Users with VSIMS User Rights equal to at least 
Visitor can view this report.  The report shows the following: 

Participants are categorized according to the data filled out in the Baseline Form for 
Gender and Ethnicity.  Only those Enrollment Groups (Confirmed/Final Group, 
Ineligible and Pending) and the final group for Confirmed or proposed group for 
Ineligible and Pending that yield results appear. 

Report is further defined by a “dividing date” showing MSA participants with a 
consent date on or since date inputted. 

The table shows the following: 

 Enrollment Status 

 Final Group 

 Gender (Males, Females, NULL) 

 Ethnicity (Latin, Not Latin, Unknown, NULL) 

 Group Total 

(Version 7.0) 

07-005 

OQ-2 FS-07-
025D 

Hyperlink Ineligible participant list to Enrollment Report (Version 4.0) 07-005 

OQ-2 

OQ-4 

FS-07-
026 

Ineligibility Report.  Users with VSIMS User Rights equal to Administrative or 
Administrative/Data Entry and assigned to Site 5 may view this report. Report 
includes the following: 

 Participant ID (PPT ID) 

 Proposed Group 

 Reason for Ineligibility 

 Date of Ineligibility 

 Date of Entry 

(Version 6.0) (Version 7.0, OQ-3) 

07-005 

OQ-2 

OQ-3 

FS-07-
030 

Completeness Report.  Users with VSIMS User Rights equal to Visitor can view this 
report.  

Report shows with the percentage (Complete, Incomplete and Not Done) of 

07-005 
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Alcohol, Smoking and Cancer questions answered at each site. (Version 4.0, OQ-
2)) (Version 6.0, OQ-2) (Version 7.0, OQ-3) 

OQ-2 

OQ-3 

PQ-1 

OQ-2   
(V 8.0) 

FS-07-
035 

Users with VSIMS User Rights equal to Visitor may view the Participant Data 
Collection History Report. 

Report provides details from and includes all data for non-deleted forms regardless 
of date: (Version 8.0, OQ-2) 

Baseline Visit  

 Consent date, consent group and baseline number 

 Eligibility: date and baseline number 

 Baseline: date and baseline number 

 Specimen Collected: date of collection 

 Child Specimen:  date of collection, sufficient DNA concentration 

 Urine Cytology: date, results 

 Cystoscopy (if group 2 or 3): cystoscopy date, cystoscopy report date, 
surgical report date, pathology report results, Histologic Class 

 TURBT (if entered):  TURBT date, surgical report date, pathology report 
date, Histologic Class 

 Upper Tract (if entered):  date 

 Other Procedures (if entered):  date, Histologic Class 

 Protocol Deviation (if entered):  date, reason 

 

Follow-up Visits for Group 3 (for each visit) 

 Medical History Report: date 

 Urine Cytology:  date, results 

 Specimen Collected, date of collection 

 Child Specimen:  date of collection, sufficient DNA concentration 

 Cystoscopy:  cystoscopy date, cystoscopy report date, surgical report date, 
pathology report results 

 TURBT: (if entered):  TURBT date, surgical report date, pathology report 
date 

 Upper Tract (if entered):  date 

 Other Procedures (if entered):  date 

 Missed Visit (if entered):  reason 

 Protocol Deviation (if entered):  date, reason 

07-005 
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 Termination (if entered):  date, reason  

 (Version 6.0) (Version 7.0, OQ-3, PQ-1) 

OQ-3 FS-07-
036 

Hyperlink Data Collection History Report to Master List Report (Version 6.0) 07-005 

OQ-2 

OQ-4 

OQ-3 

FS-07-
040 

Users with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
and assigned to Site 5 may view the Protocol Deviations Summary Report which 
consists of a table displaying (by site) the major and minor protocol deviations, 
further broken down by specific deviations.  The table is followed by a Detailed 
Report by participant ID – which includes date of deviation and deviation detail. 
(Version 6.0) (Version 7.0, OQ-3) 

 

07-005 

OQ-2 

OQ-4 

OQ-3 

FS-07-
045 

Users with VSIMS User Rights equal to Visitor may view the Protocol Deviations: 
Participant Report.  

Detail Report displays list of protocol deviation(s) for the participant key-entered by 
user broken down by visit.  Report gives date of deviation and reason(s).(Version 
6.0) (Version 7.0, OQ-3) 

07-005 

OQ-4 FS-07-
046 

Hyperlink Protocol Deviations Participant Report to Master List Report (Version 6.0) 07-005 

OQ-2 

OQ-4 

OQ-3 

FS-07-
050 

User with VSIMS User Rights equal to Working Rights can only view the 
Terminations Report for their site.  Users with VSIMS User Rights equal to Key 
Staff can view any/all sites’ Terminations Report. Report includes a Summary 
Report for all sites displaying the number of terminations by reason for each site.  
There is also a detail report displaying participant ID, Termination Date, Consent 
date and Termination reason. (Version 6.0) (Version 7.0, OQ-3) 

 

07-005 

OQ-4 FS-07-
051 

Hyperlink Terminations Report to Master List Report (Version 6.0) 07-005 

OQ-2 

OQ-4 

OQ-2 

OQ-3 

 

FS-07-
055 

Adherence (Follow-up) Report: User with VSIMS User Rights equal to Working 
Rights can only view Adherence for their site.  Users with VSIMS User Rights equal 
to Key Staff can view any/all sites’ reports.  The report shows the following: 
(Version 6.0) (Version 7.0, OQ-3) 

MSA Adherence Report (main page): 

 Follow-Up Visit 1 (F03) through 8 (F24) 

 Under each visit, total participant # displays for which the follow-up window 
is closed.  That number is further broken down by Complete, Incomplete, 
Not Done in Contact Window and Possible Visit Window.  Each # is a 
hyperlink to the detail report. 

 

MSA Adherence Report:  Detail: 

07-005 
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 Participant ID 

 Consent or Cysto or TURBT date 

 Target Date 

 Contact Window (lower and upper dates) 

 Possible Visit Window (lower and upper dates) 

 Contact Dates for FU Visit (from Medical History Form), Specimen 
collection, Cystoscopy, Termination 

 Sufficient (DNA) Concentration:  Yes/No 

 In Contact Window (visit complete/incomplete) 

 In Possible Visit Window (visit complete/incomplete) 

 Form Required? (Shows if Protocol Deviation and/or Missed Visit form is 
needed) 

 Form Done?  (Shows if required Protocol Deviation or Missed Visit form 
has been completed) 

OQ-2 

OQ-4 

OQ-3 

PQ-1 

OQ-2 

PQ-1 

FS-07-
060 

Users with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
and assigned to Site 5 may view/use the Participant Table Output Tool. 

Tool Allows for search by Participant ID or Site, then by data table (data from key-
entered forms). (Version 6.0 PQ-1) (Version 7.0, OQ-3 PQ-1) 

Report shows Permissible Values associated to given form and not just BaseID 
(Version 8.0 OQ-TC-2) 

Current View of tbl is displayed (Version 8.0 PQ-1) 

07-005 

OQ-2 

OQ-3 

FS-07-
065 

Users with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
may view/use the Final Group Confirmation Report.  This report allows a user to 
select site, dividing date and sort order (participant ID, final group (text), final group 
(numeric), consent date, consent date (descending)  

(Version 7.0) 

07-005 

OQ-2 FS-07-
070 

Users with VSIMS User Rights equal to Administrative or Administrative/Data Entry 
can change the URL to  

 
For test:  
https://<test website address>/vs/bin/studies/msa/MSA_IncompleteRecords.asp 
 
For production:  
https://<test website address>/vs/bin/studies/msa/MSA_IncompleteRecords.asp  

(once logged into VSIMS MSA) and view list of incomplete Records. 

(Version 8.0 OQ-TC-2) 

07-005 
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PQ-3 FS-07-
075 

Site ID 110 with “master visitor rights” is not able to view Specimen Data 
Reports (version 8.0 PQ-3). 

07-010 

STUDY INFO  

 Directory  

OQ-1 FS-08-
005 

A new VSIMS user can be added to a protocol (Version 1.0) 08-005 

OQ-2 FS-08-
006 

Directory links to the EDRN Staff Directory and no longer the VSIMS-only directory 
(Version 6.0) 

08-005 

OQ-1 

OQ-3 

FS-08-
010 

VSIMS users with Administrative User Rights are allowed to see and make 
modification to the following fields: (Version 1.0) 

-Login 

-Password (initially assigned by DMCC) 

-Confirm Password 

-Access 

-Access Status 

-Data Access Rights (by Protocol) (Version 8.0 OQ-TC-3) 

-VSIMS Access Rights (by Protocol) 

08-005 

08-010 

OQ-2 FS-08-
015 

Users with VSIMS User Rights equal to Working Rights can Add, Update, and 
Remove/Reactivate a User from the Directory only if associated with his/her own 
site. Users with VSIMS User Rights equal to Administrative or Administrative/Data 
Entry can Add, Update and Remove/Reactivate Users from any site. (Version 6.0) 

08-005 

08-010 

OQ-2 

OQ-5 

PQ-2 

FS-08-
016 

Users with VSIMS User Rights equal to Visitor can Search the Directory for any 
user/site. (Version 6.0) (Version 7.0, OQ-5, PQ-2) 

08-005 

08-010 

OQ-1 FS-08-
115D 

Data Access Rights are given based on VSIMS Access Application only by staff 
that have Administrative Rights (Version 1.0) 

08-005 

OQ-1 

OQ-2 

FS-08-
120 

User Rights are given based on VSIMS Access Application only by staff that have 
Administrative or Administrative/Data Entry Rights (Version 1.0) (Version 6.0, OQ-
2) 

08-005 

OQ-1 FS-08-
125D 

Data Access Rights and VSIMS User Rights can be modified by users with VSIMS 
User Rights equal to Administrative Rights per Project Director, Project Manager or 
IT Manager. Verified through the existence of a procedure in the VSIMS MOO. 
(Version 1.0) 

08-010 

OQ-2 FS-08-
126 

VSIMS User Rights can be modified by users with VSIMS User Rights equal to 
Administrative or Administrative/Data Entry Rights per Project Director, Project 
Manager or IT Manager. Verified through the existence of a procedure in the 
VSIMS MOO. (Version 6.0) 

08-010 
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OQ-1 

OQ-2 

FS-08-
130 

A user may be assigned the rights of “none” to indicate they do not have VSIMS-
MSA Access. (Version 1.0) (Version 6.0, OQ-2) 

08-005 

OQ-3 FS-08-
131 

EDRN Secure Website Rights set either through VSIMS website or Secure Website 
(considered protocol zero) are retained in both places (Version 8.0 OQ-TC-3) 

08-010 

OQ-1 FS-08-
135 

Passwords are encrypted when a new user is entered in the directory. The 
password is saved to an encrypted table in the DMCC database and is used by the 
password reminder function. (Version 1.0) 

08-005 

ADMINISTRATION   

 User Account Manager  

OQ-1 

OQ-2 

FS-09-
005 

Access to this component allowed only to VSIMS Users with Administrative or 
Administrative/Data Entry Rights (Version 1.0) (Version 6.0, OQ-2) 

09-005 
09-010 

OQ-9 FS-09-
010 

Password reminder is used when users cannot remember their password reminder 
questions. Enter the user name. The system finds the user name in the database, 
determines the users email address and generates an email with their password. 
This ensures that the email is sent to the correct user. (Version 1.0) 

09-015 

OQ-9 FS-09-
015 

Reset password reminder questions. This function is used to reset a users 
password reminder questions. The password reminder questions associated with 
the login entered will be reset to null, requiring the user to select two new password 
reminder questions and answers the next time he/she logs in to the web site. 
(Version 1.0) 

09-015 

OQ-9 FS-09-
020 

The encrypt password function is used if a password is changed at the DMCC due 
to the user having problems with the change password feature. Change the 
password for the user in NT. Come to this screen to save this password to the 
encrypted database at the DMCC that is used for the password reminder function. 
(Version 1.0) 

09-020 
09-010 

OQ-9 FS-09-
021 

Reset require for password change. This function is used to reset password 
changing request. By submitting a user name from this page, the user will be 
required to change VSIMS MSA password at next login. 

09-021 

  File Manager  

OQ-1 

OQ-2 

FS-10-
005 

Any user with VSIMS User Rights equal to Administrative or Administrative/Data 
Entry Rights can use File Manager to post documents to VSIMS (Version 1.0) 
(Version 6.0, OQ-2) 

10-005 

OQ-9 FS-10-
010 

Create or copy the file to be posted to correct subdirectory for the website (e.g., 
\vs\files\pdf\).  (Version 1.0) 

10-005 

OQ-9 FS-10-
015 

Click on new file and enter the following fields into the profile input page (Version 
1.0) 

 File Name (required).  Enter file name and extension, e.g. msa_contact.pdf. 

 Posting Name (required).  Enter link text that will appear on web page.  The 

10-005 
10-010 
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Posting Name is also used to identify files listed by the search feature in 

Existing Files. 

 File Location (required).  Enter the entire path including file name and 

extension.  

 Author.  Optional:  Enter name of document author. 

 Keywords.  Optional:  Enter key words for search function, words separated by 

a space. 

 File Type (required).  Choose one category of document usage from drop down 

box, e.g., agenda, minutes, form type, etc. 

 Formatting Type (required).  Choose one file extension from drop down box.  

Each file extension correlates to a type of formatting. 

 Group Name.  Choose one Group Name from the drop down box which lists 

committees, working groups, subcommittees, collaborative groups, and 

validation study groups. 

 Project Name.  Each "project" listed is a website.  Choose from the drop down 

box either EDRN for the EDRN secure website or EDRN Validation Study for 

VSIMS. 

 Protocol Name.  Choose one Validation Study name (and phase, if applicable) 

from the drop down box.  

 Document Date (required).  Enter version date of document if known, or date 

received for posting.  Use 4-digit year in date:  mm/dd/yyyy.  (Hint:  If Posting 

Names, i.e. web page links, are to appear in a vertical list, the preferred sort 

order is reverse chronological.   Thus, the first link in the list correlates to the 

most recent Document Date. 

 Login Report  

OQ-1 

OQ-2 

FS-11-
005 

A Login Report can be run by VSIMS users with Administrative or 
Administrative/Data Entry User Rights.  (Version 1.0) (Version 6.0, OQ-2) 

11-005 

OQ-9 FS-11-
010 

This report shows: (Version 1.0) 

-User Name 

-User Site Name 

-Activity Time 

-Activity (e.g. Enter VSIMS – MSA, Exit VSIMS, Enter VSIMS Enroll-MSA) 

11-010 
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  Not Logged in for 6 Months  

OQ-1 

OQ-2 

FS-11-
015 

A Report that shows users accounts that have not been active for 6 months or 
longer can be run by VSIMS users with Administrative or Administrative/Data Entry 
User Rights. (Version 1.0) (Version 6.0, OQ-2) 

11-015 

OQ-9 FS-11-
020 

This report shows: (Version 1.0) 

-User Name 

-Account Name 

-Email 

-Active Date 

-Site ID 

11-015 

OQ-9 FS-11-
025 

This report is used to deactivate user accounts that have had no activity for 6 
months or longer. See VSIMS MOO. (Version 1.0) 

11-015 

  Not Logged in for 12 Months  

OQ-1 

OQ-2 

FS-11-
030 

A Report that shows user accounts that have not been active for 12 months or 
longer can be run by VSIMS users with Administrative or Administrative/Data Entry 
User Rights. (Version 1.0) (Version 6.0, OQ-2) 

11-020 

OQ-9 FS-11-
035 

This report shows: (Version 1.0) 

-User Name 

-Account Name 

-Email 

-Active Date 

-Site ID 

11-020 

OQ-9 FS-11-
040 

This report is used to delete user accounts that have had no activity for 12 months 
or longer. See VSIMS MOO (Version 1.0) 

11-020 

ISSUE TRACKING   

PQ-3 FS-13-
010 

Site ID 110 with user rights = to “master visitor rights” can not access Issue 
Tracking System (version 8.0 PQ3) 

13-010 

4 INTERFACE REQUIREMENTS 

No system linkages or interfaces are planned at this time for VSIMS-MSA.  Data will be 

entered into the system only via keyboard, scanner, or electronic transfer (electronic transfer is 

not yet developed and is not part of the validation process at this time).  Future links or 

interfaces may be added to VSIMS-MSA per the change control procedures. 
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5 VENDOR SYSTEM SUBMITTED DOCUMENTATION 
REQUIREMENTS  

No Vendor purchased systems exist for VSIMS-MSA at this time. 

 

In order to comply with FDA regulations, requirements, and guidelines, systems purchased by 

outsourced suppliers will be capable of providing system documentation that supports the 

following criteria: 

 

 Qualifications of personnel that participated in the development of the system exist for 

review and approval by COMPASS. 

 Internal test methods and results performed to ensure a quality product.  These test 

methods shall, at a minimum, demonstrate objective results obtained from structural 

testing on the system. 

 System literature that describes the operation of the system (i.e., functional specification, 

design specification, application specifications, equipment operating manuals, and all other 

technical and qualification documents), will be included as part of the validation 

documentation. 

 The application software vendor shall provide documented evidence of the Quality System 

that exists within their company in order to ensure system support is available for any 

required system maintenance that may occur in the future and to substantiate to 

COMPASS that a quality product is being delivered.   

6 NON-FUNCTIONAL ATTRIBUTES 

Availability  

 Reliability – The system runs on a high-quality Compaq file server 

 Redundancy – The server contains dual CPUs, a RAID 5 hard disk array, 

redundant power supplies, and redundant power sources. The COMPASS 

dev/test server runs on identical hardware and can be utilized in case of 

hardware failure. 

 

Maintainability  

 Expansion and enhancement possibilities – Additional hard disks can be added 

to the server, doubling its present capacity. 

 Spare Capacity – The server is currently operating at approximately 70% 

capacity 
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 Likely changes in the environment – The system may be migrated to the Linux 

platform in the future. 

 Lifetime – The system will last the lifetime of the MSA system 

 
 


