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1 INTRODUCTION

This document describes the Program/Object Specifications (POS) for the Validation Study
Information Management System (VSIMS) used for the “MSA” VSIMS-MSA FDA Validation
Package Version 8.0. VSIMS is a secure website that is used to manage multiple validation
studies within the Early Detection Research Network (EDRN). The MSA Validation Study is the
first of such studies to be deployed.

2 OVERVIEW

VSIMS-MSA will be used to submit data, confirm eligibility, track specimens, transfer data, track
guestions and answers between coordinating centers and sites, obtain information about the
study (Contact Information, Protocol, IRB, Manual of Operations, Bulletins and Mailing Lists) and
perform administrative functions. All study documents, reports, forms, etc., will be printable,
including data entered for a participant.

This system is a web-based system designed using Microsoft 1IS and Active Server Pages, Java
Script and Java Server Pages. The data is stored in Microsoft SQL Server. This system has
been designed to be used by multiple validation studies with many components being re-used.
Many components are data-driven allowing the programs to create the screens based on
metadata contained in the SQL Server databases. Figure 1 is an illustration of a high-level
diagram of the system components.
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Figure 1 VSIMS High-level Diagram

Validation Study Information Management System

-- System Components

-Online Entry of Study Forms
-Follow-up Contact Schedule
-Hardcopy Forms

-Confirms Study Eligibility
-Verifies forms that have been
completed

confirm Elgibility Specimen Tracking System

-Participant Data Reports
-Specimen Data Reports
-Audit Reports

-Enter/Update Specimen

-Ship Specimen
-Receive Specimen
-Search/Reports

-Inquriesfrom Sites
-Requests from Coordinating
Center

-Data Clarification Forms

-Transfer Specimen Data
-Transfer Study Data
-Download Study Data

Issue Tracking Data Transfer Study Information Administration

-Directory (site staff contact info
and user access rights)
-Mailing Lists
-Protocol Registration (IRB)
-Protocol (pdf)

-Manual of Operations (pdf)

-Protocol Manager
-Protocol Registration
-File Manager
-Project Request
-Login Report

-User Account Manager

3 SYSTEM DATA SECTION
The following figures illustrate, at a high-level, the structure of the VSIMS Database.
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Figure 2 VSIMS Database Diagram - Overview
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Database: NewCompass
Role: Manages VSIMS users and protocols

Input from VSIMS: User contact information, User login

information, User rights information. Protocol registration

information.

Output to VSIMS: User contact information, User login
information, User rights information. Protocol registration
information.

Relationship with other databases: Connect to edrnCde with

ProtocollD. Connect to vsimsSpeTra with StaffID and
ProtocollD. Connect to dbMSA with StaffiD and ProtocollD.

Connect to CDE_V2 with StafflID and ProtocollD

Database: edrnCde
Role: Stores meta data that is used to
produce forms of specimen tracking

I PK: ProtocollD
system

Input from developer: Data elements, Data element values,
Form elements, Relationship of data elements.

Input from VSIMS: Form elements selected, Element values
selected,

Output to VSIMS: Forms of Specimen Tracking System

Relationship with other databases: Connect to

newCompass with ProtocollD. Connect to vsimsSpeTra with
ElementID and Value.

PK: ElementID, Value

Database: vsimsSpeTra
Role: Stores specimen related data.

Input from VSIMS: Specimens related data
Output to VSIMS: Specimens related data

Relationship with other databases: Connect to

newCompass with StaffID and ProtocollD. Connect to

dbMSA with ParticipantID.
Connect to edrnCde with ProtocollD and ElementID.

PR: StaffID, ProtocollD

PR: StaffID, ProtocollD

Database: dbDEMapping PR: StaffID, ProtocollD
Role: DE Respository &
Metadata defined attributes of
data entry CRF.

Input from developer:Special attributes of data entry

forms.

Input from VSIMS: Data element, general DE attributes
and realated CRF

Output to VSIMS: Data Elements and data entry form

Relationship with other databases: Connect to

newCompass with Staff ID and Protocol ID. Connect to
dbMSA with Protocol D and Form ID.

Database: dbMSA PR: Protocol ID, Form ID
Role: Stores study data
entered by VSIMS users.

Input from developer: Production table attributes
Input from VSIMS: Study data,

Output to VSIMS: Study data entry forms

+—>

PK: ParticipantID

Relationship with other databases: Connect to
newCompass with StaffID and ProtocollD. Connect to
vsimsSpeTra with ParticipantlD. Connect to CDE_V2 with

Protocol ID ane Form ID
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Figure 3 Web User Database Diagram
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Figure 4 MSA Production Data Metadata Diagram
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Figure 5 MSA Production Database Diagram

tb1UPN
PK | UPNID
STUDY_SITE_ID
STUDY_PARTICIPANT_ID
A > tb1NGroups
Control Group 1: PK |GID
tblUrineCyt
tblConsent tb1UriHeme CASEID
TBLID
PK | CASEID tblCorePath PCROUP
STUDY_PROTOCOL_VISIT_CODE @— | Control Group 2: || | [
STUDY_PARTICIPANT ID tblUrineCyt
------ tb1CystResult
tb1Cul ture
tb1lUriHeme
—» tblCorePath —
tblEligibility
Cases Group 3:
PK | CASEID tblUrineCyt —
STUDY_PARTICIPANT ID tblOtherPro
STUDY_PROTOCOL_VISIT CODE tb1Turbt
BASELINE_CONSENT_GROUP_CODE tblTract
------ tblCystResult
T tb1lCorePath
tblBaseline tb1FinalG
PK | CASEID PK | CASEID
STUDY_PARTICIPANT_ID STUDY PARTICIPANT 1D
BASELINE_DATA-COLLECTED_VISIT DATE FINAL GROUP
* Cases Group 3: (Fllow—up)
tblInEligibility tblUrineCytFu
tb10therProFu
PK | CASEID
tblTurbtFu
STUDY_PARTICIPANT ID [ tblTractFu
...... tb1CystResul tFu
tblCorePathFu
tb1MedFu
thlLog thlAudit thlTerm
tb1MissV
PK | LOGID PK | AUDITID tblProtocoldeviation
STAFFID TBL_ID
EDATE CASEID Chart ID:
TARGET Chart Name:dbMSA Database (Production & Audit Tables)
CASEID Chart Type: ER Diagram (Version 3.0)
DEID




FRED HUTCHINSON OMPAss VSIMS - MSA Validation Study
CANCER RESEARCH CENTER Version 8.0

Comprehensive Center for the
Advancement of Scientific Strategie

A LIFE OF SCIENCE Program/Object Specifications

Document #: 108-
pos

Version: 8.0

Page 11 of 36

Figure 6 VSIMS Specimen Tracking System Metadata Database Diagram
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Figure 7 MSA Specimen Tracking Production Database Diagram
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4 PROGRAM/OBJECT SPECIFICATIONS

41 VSIMS-MSA Login

4.1.1 VSIMS Enter Page

Non-secure page that allows users to perform the following activities prior to logging into the

system:

e New User — allows users to apply for VSIMS account

e Forgot Password — allows user to view password if the correct password reminder questions
and answers are provided

e Change Password — allows user to change their password

e Upgrade Browser — allows user to upgrade their browser in order to access the VSIMS secure

website

e Enter —allows user to enter the VSIMS secure website if they supply the correct user name
and password. A scheme called basic authentication provided by Microsoft Internet
Information Server (11S) is used here to identify VSIMS users. Basic authentication is the
standard HTTP method of user authentication and is supported by most Web browsers.
VSIMS also uses highest level (128-bit) of Secure Sockets Layer (SSL) protocol for
encrypted transfer of data between VSIMS host server and users’ computers.

Functional Specification:

FS Ref. #

Program Name

Program Description

01-040, 01-120,
01-085, 01-005,
01-036

default.asp

provides interface for users to login to VSIMS, to
change password, to obtain assistance with their
password and to obtain accessing VSIMS
application

01-125, FS-01-
160

passwordF.asp

provides interface for the users who forgot
password to enter the login name

01-130, 01-135

passwordQ.asp

provides interface for the users who forgot password
to enter the answers of password reminder questions

01-120, 01-125,
01-130, 01-135,
01-160

findByQ.asp

displays password if answer to the password
reminder gquestions are correct

01-085, 01-090,
01-095, 01-100,
01-101, 01-102,
01-105D, 01-106,
01-110, 01-115

passwordC.asp

provides interface for users to change their
passwords and send new passwords to MS 11S
where the passwords charge is performed

01-120, 09-010,
09-020

passwordCSave.asp

saves changed password in both I1S and encrypted
database

N/A

serverinfo.inc

provides server information for the VSIMS
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01-065, 01-070 enter.js opens a browser window without any tool bars or

buttons

01-050, 01-010 instrVsims.asp provides interface for users to enter contact

information for the VSIMS Access Application

01-015, 01-020,
01-025, 01-030,
01-035

pledge.asp VSIMS user account access application

4.2 VSIMS-MSA Components

4.2.1 Home Page
Information includes Study updates, Study documents such as minutes from conference calls, and

a message board. All browser navigation is turned off when you enter VSIMS, users must login
twice. This ensures enhanced security. A VSIMS navigation bar is located at the top of the screen
and displays the selected protocol, user name, and Site ID. There are also Logout, Home, Back,
Print and VSIMS links for navigation. Logout provides a tracking mechanism for the system to
record when a user leaves VSIMS.

Functional Specification:

FS Ref. # Program Name | Program Description

01-075, 01-080 default.asp provides interface for user to select a protocol to
access VSIMS

01-065, 04-003 main.asp home page of VSIMS

01-155 logout.asp procedure of user logout

4.2.2 DE and Form Development and Maintenance

The web application of Data Element (DE) and Form Development and Maintenance is a toolset
to create and maintain the metadata which controls the data elements and forms used by the MSA
protocol. Using this application the DMCC can create DEs, DE forms (in web format for
hardcopy use or online data entry) and perform version maintenance. The application also allows
the user to generate the production table (table where study data is stored) and to apply built-in
QC functions on the data entry forms.

Functional Specification:

FS Ref. # Program Name | Program Description

03-005 deentry.asp create a new data element

03-010 deupdate.asp create and maintain DE attributes and versions
03-010, 03-015, deform.asp create new web format form and data entry CRF in

03-020, 03-025,
03-030, 03-035,
03-040, 03-045

EDRN security website, maintain existing form
attributes, such as assign/unassign DE or permissible
value from a form, control DE skip pattern, required
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field and QC check function, etc.

N/A Csgl2exc.asp Create CDE attributes’ Excel spread sheet based on
selected CDE
N/A Sql2exc.asp Create CDE attributes’ Excel spread sheet based on

selected form

4.2.3 Submit Data

Submit Data is used to submit data for all baseline and follow-up visits, to obtain hardcopies of
the MSA data collection forms in situations where Internet access is unavailable, and to allow
laboratories to transfer data to the DMCC electronically. Submit Data contains four

subcomponents:

4.2.3.1 Data Entry

The data entry executes the tasks of key entry, data verification, data updating, data delete and
data view for both the baseline and follow-up forms. The application also has the following
functions: data quality control, user rights verification, data audit trail and event archive. The
application also allows the user to pause or resume the data entry at any point.

Two levels of codes are applied in this application. The first level is used for all EDRN
validation studies, the attributes of the web objects and business logic are driven by metadata
and the EDRN Common Data Element (CDE) Repository. The second level is used only for
the MSA protocol, it is specific to the family cancer history questionnaire.

Functional Specification:

FS Ref. #

Program Name

Program Description

04-004, 04-005,
04-020D, 04-050,
04-002

Datalogin.asp

Verifies that a user has approved access to the MSA
protocol. Lists all baseline and follow-up forms
(current, and expired but still applied by some sites)
applied to the selected protocol for qualified users.
Link web format of CRF.

Allow user to enter more than one form version at
time and update data from an old value to a new
value

04-035, 04-055,

04-050 Peform.asp Display web format of CRF with skip pattern

04-005 DataPK.asp Create the web interface of primary keys for the
selected form.

04-025, 04-030, DataStatus.asp Show the task(s), such as data entry, update, delete,

04-055, 04-056, pause entry and view, and the status which is

04-060, 04-065, appropriate for the user and the state of the form.

04-075, 04-080,

04-085, 04-090,

04-095, 02-030

04-025, 04-030, DataEntry.asp Create the web interface for key entry , including

sub form data entry, and confirmation page if data
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04-060, 06-005,
04-036, 04-100D,
04-081, 04-101,
04-006, 04-061

entry is done. Remove access to specimen tracking
system.

Allow user update data values to ineligible values as
long as the participant has not been assigned to a
final group

Subforms are automatically accessed when a series
of DE need to be answered for more than one item
and subforms have their own primary keys.

04-040 DataDetail _1.asp A web output used for confirming the data entered
when the key entry/double entry is done.

04-060 DataUpd.asp List all the fields that are allowed to be updated for a
specified form and participant.

04-060 DataUpd_1.asp Execute the data update task, including sub form

04-065 data updating and sub form data deleting

04-065 DataDel.asp Execute the delete record task. The deleted record is

kept in the production database and flagged as
deleted.

04-060, 04-065

DataDetail.asp

Display of detailed field values for selected records.

04-055, 01-200D,
01-201, 04-075,
04-041

DataView.asp

Data view page for users and enrolled baseline
participants whose status is ‘View Only’.

03-005, 03-010,
04-070

CDEDetailed.asp

Display all the attributes of a defined CDE linked in
the data entry page.

N/A DataBase.asp Shared functions and subs applied for VSIMS
project.

N/A DataError.asp Code used for error handling

02-020 PK_JS.asp JavaScript used for data checking in primary key
page

04-030 DataChk_JS.asp JavaScript used for data QC checking in key
entry/double entry/update.

N/A ProtocolDB.asp Direct the user to a selected protocol.

N/A DataConnect.asp Connecting string applied for MSA protocol

04-030 NewGroup.asp List the detailed information for participant that has

a conflict with the pre-assigned group.

03-035, 04-015,
04-025, 04-030,
07-035

proFunction.asp

Shared functions and subs used for the MSA
protocol, including code for handling visit code
assignment, date checks, and participant contact
schedule assignment (which calls database view
vwContactSchedule).

04-030

FGroup.asp

Confirm and assign the eligibility of final group for
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| | all participants.

4.2.3.2 Utility Tools
The utility tools is a set of web pages to help DMCC staff execute system/administrative
tasks, such as, creating unique participant IDs, executing SQL and viewing the electronic
CREF defined in CDE Forms tool.

Functional Specification:

FS Ref. # Program Name Program Description

02-010 UPN.asp Entry point for creating Unique Participant Number
(UPN) for a selected site(s)

02-010, 02-015 UPN_1l.asp Create Unique Participant Number (UPN) and
output new UPN into SQL database and text files

02-015 UPN_2.asp Write email to appropriate DMCC Staff if
necessary.

03-005, 03-010, | FormDetail.asp Display the web format of a CRF defined in the

03-015, 03-020 CDE form tool. (DMCC Only)

N/A TableCreate.asp Create a production table in a SQL database based

on the metadata for selected electronic CRF, and
display the new table schema.

N/A NewTblSchema.asp | Functions applied for TableCreate.asp

N/A DBSchema.asp Display the SQL database schema for the selected
protocol.

N/A SchemaFun.asp Functions applied for dbschema.asp.

N/A Templatel.asp Pre-defined templates for the selected protocol.

4.2.3.3 Hardcopy Forms
The Hardcopy Forms list two links for web format CRF with/without specified form instructions

FS Ref. # Program Name Program Description

04-045 formlist.asp List the links of all forms and its instructions
04-045, 04-102, | FormD.asp Web format of CRF with/without form instruction,
04-103, 04-104 which are generated directly from DE Tool

FS Ref. # - 04-045

Functional Specification:
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4.2.4 Confirm Eligibility

The Confirm Eligibility function uses programmed edit checks to ensure that the individual has
been consented for a proposed group, is eligible for the proposed group and that enrollment is still
open for the proposed group prior to assigning the individual to a final group. This function also
generates a Contact Schedule for Cases Group 3 participants.

Functional Specification:

FS Ref. # Program Name Program Description
01-205D, 01- FGroup.asp Entry point for the eligibility confirmation.
206

05-005, 05-010,
05-015, 05-020,
05-030, 05-035,
05-040, 05-045,

FGroup_1.asp

Verify that the necessary forms are completed and the
values from these forms meet the criteria for the pre-
assigned group. Assign the contact schedule if the
participant is assigned to Cases Group 3.

proFunction.asp

05-001,

05-011

05-010 FGroup_2.asp Assign the sub group for control group 2 participants.
N/A DataBase.asp Shared functions and subs applied for VSIMS projects
N/A DataError.asp Code used for error handling

N/A proFunction.asp Shared functions and subs applied to the MSA protocol
PR 287 FGroup_1.asp, Implement edit checks for specific eligibility changes

425 Specimens

The Specimen Tracking System is used for tracking the collection and shipment of urine and
blood from the Study Sites. The system is also used to track shipment and receipt of specimens
to and from CBI Laboratory, BRT Laboratory and NCI-Frederick. From Home Page menu bar,
Study Sites will only see and use the enter/update, shipping and search functions from the
Specimens button; An authorized user can enter the specimens data only if it is currently located
at the user’s site, except the user who has VSIMS administrative user rights.
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4.2.5.1 Enter/Update
Enter/Update web pages are used for entering and updating original specimen, child
specimen and assay result data. It also used for entering specimen process questions and
replacing an old specimen ID with a new specimen ID. To enter original specimen data, a
user must use the Submit Data component and enter participant data via the Specimen
Collection forms first, then click on Specimen Tracking System -> Enter/Update from
VSIMS Home Page to the Specimen Tracking System

To enter child specimen data, a user must first provide the parent specimen ID.

The last digit of specimen IDs must be a check digit that is validated by the system using
IBM MOD-10.

Functional specification:

FS Ref. #

Program Name

Program Description

02-005, 02-010, -
06-005, 06-006,
06-010, 06-011,
06-015D, FS-06-
012, FS-06-022D,
06-022-1, 06-022-
2, FS-06-023

enter.asp

provides interface for displaying, inputting, and
transferring specimen data.

06-005, 06-015D,
06-022D, 06-022-
1, 06-022-2, 02-
030

enternew.asp

saves original specimen data into the database.

06-006, 06-022D,
06-022-1, 06-022-
2, 02-030, 06-031

enterupdatenew.asp

saves updated original specimen data into the
database.

06-006, 02-030

enterupdate.asp

identifies input specimen ID type.

06-010, 06-022D,
06-022-1, 06-022-
2, 02-030

enterchild.asp

saves child specimen data into the database.

06-011, 06-022D,
06-022-1, 06-022-
2, 02-030

enterupdatechild.asp

saves updated child specimen data into the database.

06-020, 06-060,
06-024

enterprepg.asp

sets token and passes input specimen IDs to
enterpq.asp for displaying specimen processing
questions.

06-020, FS-06-
021

enterpg.asp

provides interface for inputting specimen processing

questions.
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N/A enterInfo.inc provides function to support specimen data
enter/update.

N/A info.inc provides the functions to connect the interface and
database.

N/A work.js checks and confirms input specimen data.

N/A enterpgsave.asp Save the answers of specimen processing questions.

06-032 enterAssayNew.asp Saves assay result data

06-032 enterAssayUpdate.asp | Updates assay result data

06-066 replace.asp Provides interface for replacing an old specimen 1D

with a new specimen ID

4.2.5.2 Shipping

Shipping web pages are used for entering and updating specimen shipping data and printing the
shipping invoice. An authorized user can enter shipping data for the specimens only if these
specimens are currently located at the use’s site except the user who has VSIMS administrative
user rights. The system will not accept the shipping data if the specimen processing questions
have not been answered except the child specimens entered by CBI.

Functional specification:

FS Ref. #

Program Name

Program Description

06-025, 06-030,
06-034, 06-035D,
06-040, FS-06-
027, FS-06-028,
FS-06-029, FS-
06-041D, 06-041-
1, 06-041-2, FS-
06-042

ship.asp

provides the interface for inputting, and transferring
specimen shipping data.

06-025, 06-041D,
06-041-1, 06-041-
2, 02-030

shipnew.asp

saves specimen shipping data.

06-026, 06-026-1,
06-026-2, 06-
041D, 06-041-1,
06-041-2, 02-030

shipupdate.asp

saves updated specimen shipping data.

06-025, 06-090

shipinvoice.asp

displays specimen shipping invoice for printing.

N/A

shiplnfo.inc

provides the functions to connect the interface and
database.

06-043

Ship.js

checks and confirms input specimen shipping data.




FRED HUTCHINSON
CANCER RESEARCH CENTER

Document #: 108-
VSIMS - MSA Validation Study | pos

OMPASS .
Version 8.0

Comprehensive Center for the

Version: 8.0

Advancement of Scientific Strategie

A LIFE OF SCIENCE Program/Object Specifications

Page 22 of 36

4.2.5.3 Receiving

Receiving web pages are used for entering and updating specimen receiving data and printing the
receiving list. An authorized user from the destination site can enter receiving data. A VSIMS
administrative user can enter receiving data for any shipping destination site. Once the receiving
data is submitted, the location of the specimens received is changed from the shipping site to the

receiving site.

Functional specification:

FS Ref. #

Program Name

Program Description

06-045, 06-050,

06-055D, FS-06-
047, FS-06-061

receive.asp

provides the interface for inputting and transferring
specimen receiving data.

06-045, 04-110,
06-061, 02-030

receiveNew.asp

saves specimen receiving data.

An specimen data file will be sent to NCI-Fredrick
when an authorized user from NCI-Fredrick
receives specimens.

06-046, 06-061,
02-030

receiveUpdate.asp

saves updated specimen receiving data.

06-045, 06-095

receiveL.ist.asp

displays specimen receiving list for printing.

N/A

receivelnfo.inc

provides the functions to connect the interface and
database.

N/A

receive.js

checks and confirms input specimen receiving data.

4254 Search

Search web pages are used for searching specimen information by specimen ID, specimen type,
specimen location site ID, specimen shipping ID, specimen receiving ID, and participant ID. An
authorized user can also search for the list of specimens that are used for quality control.

Functional specification:

FS Ref. #

Program Name

Program Description

06-070 — 06-105

report.asp

provides the interface for inputting and
transferring search requests. All specimen
search functions will finally display target
specimen information includes participant ID.
Sites will only be allowed to view Participant
ID from their own site and CBI and University
of Maryland Laboratories will not be allowed to
view Participant ID, but instead will see Pair
ID. Pair IDs will change if enterfix.asp
(Replace Specimen ID) occurs. CBI and
University of Maryland are not allowed to see
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any search data for replaced specimen IDs.

06-075

reportSiteSpecimen.asp

displays the list of specimens by study site.

06-080

reportOneTypeAllSiteSp
ecimen.asp

displays the list of specimens by site specimen
type.

06-100, 06-105 reportQc.asp displays the list of specimens that are selected
for the quality control.

06-085 reportPpt.asp displays the list of specimens by participant ID.

06-080 reportOneTypeSpecimen. | displays the list of specimens by specimen type.
asp

06-070 reportOneSpecimen.asp | displays a given specimen's information

06-086 MSA _DeletedSpecimenL | Lists all deleted specimens by site
ist.asp

4.25.5 Tools

Tools web pages are used for generating specimen IDs and selecting participants for the study
quality control ( QC ). Only the users who haveVVSIMS administrator user rights can access this

part of system.

Functional specification:

FS Ref. # Program Name Program Description

06-110 tool.asp provides the interface for user to create

06-120 specimen IDs and run QC program.

06-110 toolid.asp generates specimen IDs base on user’s
specification

N/A tool js validates user input data

N/A toolMenu.inc displays menu of STS Tools

06-125 tool.asp, xfilests.inc Pair ID converts back to Participant 1D

4.2.6 Reports

Study related reports will be accessible from the report component.

4.2.6.1 Enrollment

This report displays participant’s status of ‘final group status’, ‘pending cases’ and ‘ineligibility

cases’. For all sites or

a specified site.

Functional Specification:

FS Ref. # Program Name Program Description

07-005 MSAEnroll.asp provides the interface for user to specify site and
participant group, displays the participant
enrollment report.

FS-07-020D MSAEnrollist2.asp List the enrollment status by month and group
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FS-07-025D MSAInelilist.asp List the PptID, proposed group and reason for
participant who are not eligibility for MSA
protocol

07-021, 07-022 | MSAEnrolIByWeek.asp | Lists participants enrolled at recruiting sites in a
rolling 8-week period.

4.2.6.2 Master List Report

This report lists some status of participant in database, such as proposal group, final group, date
of last contact, target window, gender and race. The report can category by fall sites or a specified
site. The report also lists the total number of participant for each category.

Functional Specification:

FS Ref. # Program Name Program Description

07-006 MasterPpt.asp provides the interface for user to specify site and
participant group, displays the participant status and
various other demographic and study management
data.

07-046 MasterPpt.asp Link to Participant Data History Report (PptCheck.asp)

4.2.6.3 Participant Audit Trail

Participant Audit Trial will track all possible actions, such as insert new record, double entry,
updating, deleting, view record and view audit trial, etc., for a specified record during data entry
process. Also it will archive the staff that performed the action and the date when the action was
taken. The system will record the reason and modification for data update and delete actions.

Functional Specification:

FS Ref. # Program Name | Program Description

07-010 Audit.asp Display the audit trial for a selected record.
N/A DataBase.asp Shared functions and subs for EDRN projects
N/A DataError.asp Code used for error handling

4.2.6.4 Completeness Report

Completeness Report lists each site participant’s completeness status in alcohol, smoking and
cancer. The completeness status is category as ‘Complete’, ‘In-complete’ and ‘Not Done.” Each
status lists the Number of Participant (N) and percentage (%). The report also allow user to view
the detail list of participants whose status are ‘In-complete’ or ‘Not Done.’

Functional Specification:

FS Ref. # Program Name Program Description

07-030 MSAComplete.asp | List participant’s completeness status in alcohol,
smoking and cancer. The number is shown by site.

07-030 MSACompleteD.asp | Detailed list of participants whose status is in ‘In-
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complete’ or ‘Not Done’, including participant id and
baseline visit date.

4.2.6.5 Specimen Audit Trail
This report displays audit data by specimen ID. It tracks all specimen related data that was

entered, updated and deleted by authorized user via VSIMS user interface. Any specimen related
data being overwritten or deleted from its original storage tables will be displayed on this report.

Functional Specification:

FS Ref. # Program Name Program Description
07-015 audit.asp interface for user to enter specimen ID.
07-015 reportAudit.asp displays auditing report for a given specimen.

4.2.6.6 Defective Specimens
This report displays defective specimens within MSA.

Functional Specification:

FS Ref. # Program Name Program Description
FS-07-007 specimenReport.asp | Display defective specimens report
FS-07-007 info.inc Functions associated with specimenReport.asp

4.2.6.7 Specimen Collection
This report displays the specimen collection within MSA.

Functional Specification:

FS Ref. # Program Name Program Description
FS-07-008 specimenReport.asp | Display specimen collection report
FS-07-008 info.inc Functions associated with specimenReport.asp

4.2.6.8 Specimen Process Status
This report displays the specimens Process Status within MSA.

Functional Specification:

FS Ref. # Program Name Program Description
FS-07-009 specimenReport.asp | Display specimen process status report
FS-07-009 info.inc Functions associated with specimenReport.asp

4.2.6.9 DNA Pull List

This report displays the specimen (DNA) list that selected under a given condition.
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Functional Specification:

FS Ref. # Program Name Program Description

FS-07-011, specimenReport.asp | Display DNA pull list by the batch number or
07-012, 07- specimen ID.

013

FS-07-011 info.inc Functions associated with specimenReport.asp

4.2.6.10 Major/Minor Protocol Deviation
This report displays the numbers and reasons for protocol deviations within MSA.

Functional Specification:

FS Ref. # Program Name Program Description
07-040, 07- | MSAprotocolDeviations.asp | Display deviation report
045

07-040, 07- | info.inc Functions associated with
045 MSAprotocolDeviations.asp

4.2.6.11 Study Termination
This report displays the numbers and reasons for study termination within MSA.

Functional Specification:

FS Ref. # Program Name Program Description

07-050, 07- terminations.asp Display study terminations report where detail
051 displayed depends on user rights

07-050, 07- info.inc Functions associated with terminations.asp
051

4.2.6.12 Ineligibility
This report displays the participants ineligible for MSA.

Functional Specification:

FS Ref. # Program Name Program Description
07-026 MSAIneliList.asp Modify ineligibility report
info.inc Functions associated with terminations.asp

4.2.6.13 Adherence
This report displays the adherence of follow-up for participants in MSA.

Functional Specification:

| FS Ref. | Program Name | Program Description
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07-055 | MSAAdherence_byFUThenSite_wIntro_presubset.asp | Select participants to

report and aggregate
adherence by site where
access is defined by user
rights. Vary reporting of
participants with reason 1
(completed study as
expected) to be handled
differently for visits 1
through 7 than for visit 8.
The report will only
consider the latest visit
from the cyst. Table.

07-055 | MSAAdherence_byFUThenSite_Detail.asp Provides detailed

underlying data for
selected site and group and
visit window

07-055 | info.inc

Functions associated with
supporting .ASP pages

4.2.6.14 Data Collection History
This report displays information about the expected collection of data for participants in

MSA.

Functional Specification:

FS Ref. #

Program Name

Program Description

07-035

PptCheck.asp

Presents expected participant data collection history,
showing required and optional forms, along with
principal data elements values for each form as well as
the corresponding record number in the database for
quality control purposes.

07-035

PptCheckHelp.asp

Provides textual help to clarify the information
presented in the associated report.

4.2.6.15 Participant Table Output
This report displays in Excel format the actual data collected for participants in MSA.

Functional Specification:

FS Ref. #

Program Name

Program Description

07-055, 07-

PptOutput.asp

The report offers the user an interface to export the
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060

data strored in the MSA database by allowing the user
to optionally specify participant IDs and / or site 1Ds,
and requires the user to select at least one specific
table (corresponding to a form). For each selected
table, the data elements within that table (or form) can
be chosen to export. The output Excel file contains
metadata information besides the underlying table
data.

4.2.6.16 Confirmation By Date

This report displays the Confirmed Group 3 participants in MSA for a selected site who have

been confirmed since the entered date

Functional Specification:

FS Ref. # Program Name

Program Description

07-065 MSAConfirmationByDate.asp | The report offers the user an interface to

select a site and to enter a date and then
displays the MSA participants who have been
confirmed to Cases Group 3 relative to the
date entered for the given site.

4.2.6.17 MSA Enrollment Demographics By Date

This report displays the demographics of participants in MSA for a selected site or all sites,
aggregated by enrollment group, as of a specified entered date

Functional Specification:

FS Ref. # | Program Name

Program Description

07-023 MSAEnrollmentDemogrphicsByDate.asp | The report offers the user an

interface to select a site or display all
sites, by each enrollment group, the
number of males and females
participants and for each the number
who answered yes to being Hispanic,
relative to the date entered.

4.2.6.18 Incomplete records

This report displays a list of incomplete records by participant ID for all forms and sub-forms
in the study database. Incomplete records are defined by the presence of data for the primary

keys only and absence of all other data

for a given form or sub-form.

To access the report, log in to VSIMS-MSA and copy and paste one of the links below in

your browser’s address bar.
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For test:

https://<test server address>/vs/bin/studies/msa/MSA _IncompleteRecords.asp

For production:
https://<website address>/vs/bin/studies/msa/MSA _IncompleteRecords.asp

Functional Specification:

FS Ref. # Program Name Program Description
07-070 MSA _IncompleteRecords.asp | The report lists all incomplete records in the
study database.

4.2.7 Issue Tracking
All communications between the Study Sites, JHBCRC, and the DMCC should be done via Issue

Tracking from the menu bar. The Issue Tracking System stores all questions and answers
submitted in a database that is searchable. Every question submitted is assigned a unique,
consecutive question ID (QID) number.

e Inquiries/Requests
e Data Clarification Forms
e Project Requests

4.2.8 Data Transfer
Data Transfer allows users to upload and download data via a secure mechanism via https.

Functional Specification:

FS Ref. # Program Name Program Description

04-110 ProcessReq.java, Create specimen data file and email it to NCI
Fredrick.

04-110. 04- | Main.jsp The user interface of data transfer system

115, 04-105

N/A SMTP_MultipartMessage.java | Function to send email.

04-110. 04- | UploadFile.java Function to upload file.

105

04-110 VsFileWriter.java Function to create specimen data file.

04-105 Login.java Check user authentication when accessing to
the data transfer system is requested.




Document #: 108-
VSIMS - MSA Validation Study | pos

Version 8.0

FRED HUTCHINSON

CANCER RESFARCH CENTER OMPASS

Comprehensive Center for the

A LIFE OF SCIENCE

Advancement of Scientific Strategie

Program/Object Specifications

Version: 8.0

Page 30 of 36

N/A

logout.jsp

Remove all session information associates
with a user.

4.2.9

Study Info

Study Info includes the following components:

4.2.9.1 Directory - The Directory is a study directory that includes contact information for all
MSA staff and investigators. In addition to searching for contact information, site staff
can add and update their own contact information as well as that of anyone at their site.

Functional Specification:

FS Ref. # Program Name Program Description

08-005, 08- Sec/bin/user/user.asp provides the interface for user to add, update and

010, 08-015, remove the contact information

08-016, 08-

115D, 08-

120, 08-

125D, 08-

126, 08-130,

08-135, 08-

006

08-005 Sec/bin/user/ saves new user’s contact information into the
userAddAdimistrationl.asp database (data entered by administrative users)

08-005 Sec/bin/user/ saves new user rights information into the
userAddAdimistration2.asp database (data entered by administrative users)

08-005 Sec/bin/user/ saves new user’s contact information into the
userAddNormal.asp database (data entered by site users)

N/A Sec/bin/user/ saves updated user’s contact information into
userUpdateAdimistrationl.asp | the database (data entered by administrative

users)

08-005 Sec/bin/user/ saves updated user rights information into the
userUpdateAdimistration2.asp | database (data entered by administrative users)

08-005 Sec/bin/user/ saves updated user’s contact information into
userUpdateNormal.asp the database (data entered by site users)

08-005 Sec/bin/user/ Removes or reactive a user’s information from
userRemoveReactive.asp MSA directory (function used by administrative

users only)
N/A Sec/bin/user/ checks data input by the user from the interface

error.js, datevalidation.js,

Sec/bin/user/header.inc

Header of MSA Directory

Sec/bin/user/footer.inc

Footer of MSA Directory
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08-131 Sec/bin/user/ provides function support to the MSA directory
info.inc, authorization.inc,
siteinfo.inc
Sec/bin/user/ Define style of MSA directory interface
fontstyle.inc, style.css

08-005, 08- pub/bin/user/user.asp provides the interface for user to search the

010, 08- contact information

115D, 08-

120, 08-

125D, 08-

126, 08-130,

08-135
Pub/bin/user/info.inc provides function support to user.asp
Pub/bin/user/error.jc Check data input by the users from the interface
Pub/bin/user/ Herder and footer of MSA staff search page.
header.inc, footer.inc
Pub/bin/user/ fontstyle.inc Define style of MSA staff search page.

4.2.9.2 Mailing Lists - The Mailing List component allows users to subscribe or unsubscribe to a
Mailing List and allows the user to send a message to a specific Mailing List.

Functional Specification:

FS Ref. # Program Name Program Description

N/A list.asp provides the interface for user to subscribe, unsubscribe
to mailing list

N/A subscription.asp sends request (subscribe) to mailing list server and
saves the data

N/A unsubscription.asp | sends request (unsubscribe) to mailing list server and
saves the data

N/A info.inc provides functions to support the MSA mailing list

N/A work.js checks data input by the user from the interface

4.2.9.3 Protocol - The Protocol component contains two sub-components, View Protocol and
View IRB Info.

Functional Specification

FS Ref. # Program Name Program Description

N/A Irb.asp displays MSA sites IRB information
N/A msaproto102703 0000002.asp | table of contents

N/A pdf sections of MSA protocol
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4.2.9.4 Manual of Operations - The Manual of Operations component includes an html version
of the MSA Manual of Operations table of contents, with each section pdf attached.

Functional Specification

FS Ref. # Program Name Program Description
N/A msamo0010904 _toc.asp | table of contents
N/A pdf sections of Manual of Operations

4.2.9.5 Bulletins - The Bulletins component includes an html version of the bulletin name with a
pdf bulletin attached.

Functional Specification

FS Ref. # Program Name Program Description

N/A Bulletins.asp Displays list of bulletins each link to a pdf file

4.2.10 Administration

The Administration section provides web functions for users with VSIMS User Rights equal to
Administrative to manage the protocol and users. It includes User Account Manager, Protocol
Manager, Protocol Registration, File Manager, Project Request and Login Report.

4.2.10.1 User Account Manager
User Account Manager web pages are used for managing a user’s password.

Functional Specification:

FS Ref. # Program Name Program Description

09-005 pwd.asp provides User Account Manager interface

09-020 encryptSave.asp saves encrypted password into the database

09-010 mailPassword.asp sends password to a user on user’s request via
email

09-015 resetQuestion.asp resets password reminder questions so the user
will be prompted to pick new questions and
answers at next login

09-021 setChagnePwdSave.asp | Set requiring password change at next login for a
user

4.2.10.2 Protocol/Site Manager
Protocol/Site Manager web pages are used for entering new protocol and new study sites or
updating exist protocols and exist sites.

Functional Specification:

FS Ref. # Program Name Program Description

N/A protocol.asp provides Protocol Manager interface
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N/A protocol_ini.asp saves initial protocol information into the database
N/A protocol_update.asp | saves updated protocol information into the database
N/A site_ini.asp saves new site data information into the database
N/A site_update.asp saves updated site information into the database
N/A info.inc provides functions to support the Protocol Manager
N/A work.js provides functions to support the Protocol Manager
N/A error.js checks data input by the user for the Protocol Manager

4.2.10.3 Protocol Registration
Protocol Registration web pages are used for registering site’s IRB and other protocol
information.

Functional Specification:

FS Ref. # Program Name Program Description

N/A vsims.asp provides protocol registration interface and saves
input data into the database.

4.2.10.4 File Manager
File Manager web pages are used for managing all MSA electronic files and messages.

Functional Specification:

FS Ref. # Program Name | Program Description

10-005 file.asp provides interface for authorized users to enter file
information

10-010 add.asp saves new file information into the database

10-015 addm.asp saves new message (for message board) into the database

10-015 update.asp saves updated file information into the database

10-015 updatem.asp saves updated message (for message board) into the
database

N/A info.inc provides functions to support File Manager

N/A error.js checks data input

4.2.10.5 Project Request
Not being validated.

4.2.10.6 Login Report
Login Report web pages are used for generating the user login report, it reports users who do not
login for six months and users who do not login for twelve months.

Functional Specification:

FS Ref. # Program Name Program Description

11-005 login_report.asp provides interface for users to select and read
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login report

11-010, 11-015,
11-020, 11-025,
11-030, 11-035,
11-040, 01-165,
01-170

Login_report_detail.asp

displays user login reports

4.2.10.7 Mailing List Manager
Mailing List Manager web pages are used for adding and updating all MSA electronic mailing

list.

Functional Specification:

FS Ref. # Program Name Program Description

FS-11-041 List.asp provides interface for administrative users to add
or update mailing list.

FS-11-041 listAdd.asp adds new mailing list into the database

FS-11-041 listUpdate.asp update existing mailing list

5 LIBRARY REFERENCES
Programs under fold lib\ are used by all VSIMS components:

FS Ref. # Program Name Program Description

11-005, 01- | auditEnter.asp records user activity into the database

185

09-010 passwordini.asp updates user password in the database when
the user logs in

01-060 passwordSQ.asp provides interface for users to enter the
answers of the password reminder questions

01-060 passwordSQSave.asp Saves encrypted answers to the password
reminder questions into the database

01-150 checkSession.inc checks life of user’s activity through entire
login session

01-150, 01- out.inc disables a user’s login session

155

01-155 reenter.inc prompts user for login name and password

01-175 protocol.js redirects user to VSIMS protocol selection
page

N/A databaselnfo.inc generic database information request
functions

N/A filelnfo.inc searches files from the database
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N/A menulnfo.inc finds a site type
N/A protocolinfo.inc searches protocol information from the
database

N/A serverinfo.inc saves web page paths in variables

N/A serverinfoFoot.inc saves web page paths in variables

FS-04-003 sitelnfo.inc searches site information from the database

N/A userlInfo.inc searches user information from the database

N/A xFile.inc processes user password

N/A stringFormat.inc formats input string

N/A fontStyle.inc stores the font used in VSIMS in variables

N/A style.css defines web page style

FS-01-210, menu_array108.js VSIMS main menu for MSA administrative

FS-04-003 user. Also Version 8.0 Site 110 no access to

FS06-034 specimens, reports or issue tracking (PQ-TC-

07-075 3)

13-010

FS-01-200D, | menu_arraySiteUser108.js VSIMS main menu for MSA study site user

FS 01-206,

FS-01-205D,

FS 01-206,

FS-01-215D,

FS 01-216

FS-01-220D,

FS 01-221

FS-01-225D,

FSFS-01-

230, FS-01-

240, FS-01-

245, FS-01-

250, 01-255,

01-260

FS-01-235 menu_arrayUser108.js VSIMS main menu for MSA lab user

N/A mmenu.js component of VSIMS main menu

N/A js_scrollText.js displays message on VSIMS message board

N/A js_scrollTextDiv.js defines VSIMS message board for IE users
head.js javascript file supports VSIMS top section of

each web page

01-175 hrbar.inc VSIMS horizontal menu bar

01-175 lihbar.inc VSIMS data form horizontal menu bar

01-175 liHead.inc VSIMS top section of data form

01-195 footl.inc VSIMS footer section
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N/A dateValidation.js verifies input date

01-190 framePdf.asp defines frame of a web page used for posting
pdf file

01-190 frameHeader.asp defines header section of pdf file web page

N/A scarabReq.asp processes a user authentication method for
SCARAB.

N/A construction.asp for those web pages that are still under
development
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