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1 Document Purpose

This document specifies the implementation details of the CTOM Viewer application.

2 Implementation Overview

2.1 Description

CTOM Viewer application provides a secured web-based view to the CTOM data.  It uses the CTOM-API for access to the CTOM database.  This application implements use cases defined in the CTOM Viewer potential use case document.  J2EE technology will be used to implement this application. CTMS 3.12 data transfer specification manual was used as a source for coded data descriptions.

2.2 Scope

This document is limited to providing a specification for the CTOM Viewer application.

2.3 Architecture

The following diagram shows the various high level components used in the CTOM Viewer application:
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2.4 Assumptions

· Coded data descriptions will be hard coded into the CTOM Viewer application for the current release, since descriptions are not currently available in the CTOM database. CTMS 3.12 Data transfer specifications manual is used to define the code descriptions.

· CTOM API URL will be included in the war file. So changing the application data source between CTOM and Janus will require redeploying the application.

2.5 Dependencies

· Mapping from the CTOM model to the Janus database. This mapping is required for the CTOM Viewer application to use the CTOM API to access the Janus database.

· Common Security Module implementation of the security requirements for the CTOM Viewer application.

2.6 Issues

2.7 Third Party Tools

· Ant 1.6.5

· Hibernate 3.1

· Struts Framework Version 1.2.9.

· Spring framework version 1.2.7.

· Castor framework version 1.0.2.

· Junit  version 3.8.1

· Log4j version 1.2.13

3 Implementation Contents

3.1 Server

The viewer application will use the CTOM API to retrieve data.  An ant build script will be provided to build a war file for the application. The url for the CTOM API will be a parameter to the build file. Changing the application to point to a different database will required creating a new war file.

CTOM API hql (hibernate query language) will be used to retrieve summarized data using CTOM API’s hql interface.  A sample hql query for returning summarized data:

                     Select ae.ctcCategoryCode,ae.ctcGradeCode, count(ae

                    from AdverseEvent ae 

                    where ae in 

                     (select ass 

                     from Assessment ass 

                     join ass.observationCollection as o 

                     join o.activity as act 

                     join act.studyParticipantAssignment as spa

                     join spa.studySite as ss

                     join ss.protocol as p

                     where ass.subtypeCode='ADVERSE_EVENT')

                     group by ae.ctcCategoryCode, ae.ctcGradeCode

Castor XML data binding framework will be used to generate XML from the data. 

3.1.1 Error Handling

Log4J will be used for logging errors on the server. This can be configurred on the server to be redirected to a particular log. The main package of the application is gov.nih.nci.ctom. All log4j Loggers will be created under this package.  All application exception conditions will be logged. 

3.2 Client

3.2.1 JSP/HTML 

The following jsp pages will be created as the first version of this application. The names are hyperlinked to the actual images of the pages included at the end of the document.

· Login 

· Welcome 

· Select Protocol Report.

· Protocol ->Participant Accrual Report.

· Protocol ->Participant Retention Report.
· Eligiblity Details
· Off Study Details
· Protocol ->Progress Report.

· Select Adverse Event Report.
· Adverse Event ->Detailed Report
· Adverse Event -> Summary by Grade.
· Adverse Event -> Summary by Attribution.

· Select Treatment/Response Report
· Best Response Report
· Off Study Adverse Events
· Select End Point Report
· Participant Survival
· Disease Progression
· Participant Data
3.2.2 Error Handling

Users will receive a message explaining all user errors on the screen they are currently working on.

Application errors will be logged and an error page will be presented to the user. Users can navigate back to the application from the error page. 

3.3 Security Issues

Common Security Module CSM will be used to implement security along with the user-provisioning tool.  The viewer application will use the CSM API to restrict access to the application. CSM API will be used for authentication at the ctom viewer level. Authorization will be delegated to the CTOM api which will be integrated with CSM API to secure access to the data. Please refer to the CSM implementation for CTOM document for details.

4 CTOM Viewer Screens

4.1 Login Screen
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4.2 Welcome Screen
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4.3 Select Protocol Report
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4.4 Participant Accrual
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4.5 Participant Retention

[image: image7.png]2 CTOM Protocol Parti rosoft Internet Explorer

Ele Edt View Favortes Toos Help

Qe - © MR ® O search St Favortes €2) - P> o B

B T e e e —_——

Bw i ?
Seschvieb - 7 (3 v @ | essenger~ (pookmarks~ @y Vahoo! ~ ovahoo! - ol Games ~ CIMad -

ST Clinical Trials Object Model Viewer

Lkl

END FOINT | L

Protocolld 1
Protocol  01.C_0235
NC Wdentifier 2410

Title Combination Antibody Therapy with Apolizumab [1D10] and Rituximab [CD20] in Refapsed Lymphoma and CLL
Status opEn

Participant Recruitment

Study Site 1d |Eligible Participants [Incligible Participants Total|  Target | Engibilty Details

4 TEEE EES 52 [NOT AVALABLE bty Detals
s ENNEES D 52 |NOT AVALABLE | lbity Detals

Retention on Study.

Study Site 1d | Total off Study |onstudy |Total[ofrstudy Det

0 14 [100% |o[o% |14 |off Study Detal

B 27 |o%  |o[10% |33 |off StudyDetal |
Totel 41 |o7%  |6[19% |47 |off StudyDetal

3

Eooe

& s





4.6 Eligibility Details
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4.7 Off Study Details
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4.8 Protocol Progress Report
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4.9 Disposition Details
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4.10 Participant Response Details
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4.11 Select Adverse Event Report
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4.12 Adverse Event Detailed
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4.13 Adverse Events Summary by Grade
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4.14 Select Treatment/Response Report
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4.15 Best Response Report

[image: image17.png]2 CTOM Best Response Detail - Microsoft Internet Explorer

Ele Edt View Favortes Toos Help

Qo - © - [%] [B] @ POsewcn Sprovones &) (2~ L o B
Adress €] htpfocshostc0sojctomvienerselectrestmentReport.do VB i ”
Y- 2 2 i @ @ | Omessonger~ [Bockmarks~ My vahoo! ~ Wpvahoo! + gyGames * (IMall

NN =
XA National Can ns e al Institutes of Health | wwvw.cancer

END FOINT | L

Dowrised as X1

Best Response Det:

ara Educaton | Househald sest | best
cendor | Race ity minnnate | S | Empioment | €S, | M lcowse | Best | ghone, | necponse
Code Code Code P Code Date.
oo
A | [ [0 [Tt
o 00:00:00.0
oo
o ote [T 52 R e A v
o 00:00:00.0
oo
o ote [T 52 O P R v
o 00:00:00.0
oo
e e oo 5 1 [ [0 [Tt
o

% RSTGOV

Booe G iocarirae:





4.16 Off Study Adverse Events
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4.17 Select End Point Report
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4.18 Patient Survival Report
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4.19 Disease Progression Report
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4.20 Participant Data

[image: image22.png]icrosoft Internet Explorer

Ele Edt View Favortes Toos Help

Qo - © - [%] [B] @ POsewcn Sprovones &) (2~ L - o B

Aderess €] htpffocshosto0s0/ctamvewe fparticntReport dorstudy Steld—4reportType—desed Bw i ?
2 8 @ @ | Oessenger~ MBookmaris~ @My Yohoo! - rvhoo! - g Games - LIl -

J:f._ Clinical Trials Object Model Viewer
Enpom U
Is
Gender | Race | Ethnicity Birthbate Marta Staus. | Employment satus | Education Leve | Householt ncome
e o e
FEMALE |White s;r;:amc 130316
e e
e o e i i
wae (e |10 [t
o A
FEMALE |White s;r;:amc 19251025
FEMALE |White s;r;:amc 1022t
PRV O [T raa7-07-31 1

Booe G iocarivae:





	END OF DOCUMENT































































































































CTOM_Viewer_implementation.doc                                                                                   Page 7 of 27

