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1. References

# Name Location
1 Westat SOP Glossary SOP Area

2 Computer Dictionary, 5" Edition, Microsoft Press Library Area

3 Westat IT-102 Systems Change Control (SCC) SOP Area

4 Westat IT-111 Systems Maintenance and Calibration SOP SOP Area

5

6

2. Definitions, Acronyms, and Abbreviations

The reader is referred to the System Glossary [reference #1] for general and study specific terminology. The reader
is referred to the Microsoft Press Computer Dictionary [reference #2] for computer specific terminology.

3. Introduction

This maintenance log provides information about OPEN system modifications and maintenance. This log will include
modifications and maintenance only for OPEN portal side.

4. Process

Westat uses a controlled and documented change control process on the system. The process is fully described in
the change management SOP [reference #3] and the system maintenance SOP [reference #4].
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5. Maintenance Log

The following table provides a reference to maintenance and modification activity for the Java RandoNode Starter

Kit.
Description Randonode Completed
P Version By/Date Modified Files Comments
1. Associated items, failure message with overrides. Added | 1:0-5.0 S:?P;;tg g”ﬂ:gg'ﬂ:::ﬁg—jav Eilt?:rsnztjepggiml
items extraction and persistence logic. 2008 .x’ml, OdeiiI.java, with the Iz;tes't
2. Added utility methods to methods to retrieve list of OverrideApproval version.
overrides, override items by failure message and override -hbm.xml, Override
items by override code. Approval.java,
. . . . . . Overrideltems.hbm
3. Fixed duplicate item retrieval issue from different xml, Overrideltems
modules. .java, RandoNode
4. Enhanced Response and display messages in case meta i\i\;aj’asznaztlgge
data file is not available. NodePersistClinical
5. Introduced utility methods to retrieve metadata .java, RandoNode
version oid and to extract the OPEN date string PersistMeta.java,
from metadata version oid. RegistrationNSABP
.java, Registration
6. Modified date format extraction while reading input data NSABPB42.java,
string from file. RegistrationXML
7. Introduced API to format clinical data date string to -Ja"‘;’" g«pph;atrltorll
any valid SimpleDateFormat from YYYYMMDD. -Fi‘m‘ penrorta
roxy .java
8. Introduced API to convert any valid
SimpleDateFormat string to java date.
9. Modified XML tag extraction due to change in case while
reading input data string from file. Old clinical data files
can not be used due to this change.
1. Manual Registration handled in doRegister method. 1.06.0 Sushmita RegistrationNSABP
De/03-04- java, Registration
2. Test Registration handled in registration classes. 2009 NSABPB42 java,
L . . Person. hbm.xml,
3. Improved response population in registration classes. RandonodeClient
4. getRegistrar() method was commented since site registrar Jjava, ClinicalData
was not considered. Example to retrieve registrar Util java, CodeList.
provided in the registration classes. java, CodeListltem
) . java, hibernate.cfg
5. New class Codelistltem was introduced to represent xmlltem.java, Meta
CodelListltem of clinical data. CodeList population and DataUtil.java, User
persist logic was modified, now codeList will have the list java, RandoNode
of codelList items to hold multiple codedValue, PersistMeta.java,
translatedText and ranks.
6. Introduced User fax and numeric data significantDigit
extraction logic.
7. Introduced following utility methods for meta data:

a. Retrieve meta data file name and path.
b. Check if an item is recurring

c. Retrieve significantDigits for an item.

d

Retrive codelist translated text by item detail and
coded value.

e. Retrive codelist translated text by codeList
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a, antlr-2.7.6rc1.jar,

RandoNode Maintenance Log
Descriotion Randonode Completed
P Version By/Date Modified Files Comments
oid and coded value.

8. Introduced following utility methods for clinical data:

a. Introduced getUserByCtepld method, can be
used to retrieve registrar.

b. Retrieve site registrar.

c. Retrieve Data entry person and location.
Retrieve tracking number and protocol for the
current transaction

9. getltemList method was commented since it did not
distinguish between modules and this private method was
not used.

10. Readme.doc was updated to describe configuration file,

Application.XML setup.

11. New client class RandonodeClient.java was introduced.
This class accepts sample clinical XML file as input and
send data to RandoNode web service.

1. Introduced new web methods getPatientData and 1.1.0.0 Sushmita ExistingPatient jav
getVersion. De/04-26- a, 8emo|graphty.1av

- . . . a, OpenRegistra

2. Modified doValidate and doRegister method to verify 2009 tion java, Registra
existing patient. tionResponse.java,

3. Implemented doRegisterTest method. RandoNode.java,

4. Introduced verification of operation attribute in all the web RandoNode .wsd,
methods Clinical DataUtI|..J?

: va, MetaDataUtil.ja

5. Introduced Demography and ExistingPatient objects va, OdmUtil. java,
within RegistrationResponse. DemographicsPub

6. Introduced new attributes within OpenRegistration object licldMapping.xml,
and demonstrated their application in web methods. ZString java, ZApp

7. Modified the valid values of OpeRegistration.status Block java, Applica

) . P 9 ’ tion.xml, build.prop
attribute. erties, build.xml,

8. Modified existing User class to support multiple Person.hbm.xml,
OpenUserTypes. User.java, Rando

9. Introduced following utility methods in CliicalDataUtil Node.sgl, Rando

) 9 y NodeApp.java, Reg
class. istrationCore.java,
¢ getStandardDemographyObject— Retrieves Standard OpenTxBlock.java,
Demography Data if present in request. RegistrationXML ja
_ i f va, GetVersion.ja
. goetgr]sggsel?¥0[2enUserType Retrieves User List by va. IsAvailable java
P yp , RandonodeClient.

e getAvailableOpenUserTypes - Returns list of all java, OpenPortalPr
openUserType available within current registration oxy.java, OpenReq
request. uestObjects.xml,

. . RegistrationNSAB

e isCTSUDataEntryPerson — Verifies if data entry person P.java, Registration
belongs to CTSU. NSABPB42.java

10. Introduced following utility method in MetaDataUtil class.

o getCodelistltemByCodedValue — Retrieves CodeListltem
object by CodelL.ist oid and coded value.

1. Modified existing logic of getPatientData and doValidate. 1.1.0.1 Sushmita RegistrationNSABP | antlr-2.7.6rc1.jar
These methods now demonstrate how to retrieve existing De/05-12- Jjava, Registration | replaced existing
data from database and use for processing. 2009 NSABPBA2 java, ant-antlr-1.6.5.jar.

. . . . RandoNodeApp.jav

2. Introduced following utility methods in OdmuUltil class.
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Descriotion Randonode Completed
P Version By/Date Modified Files Comments
a. dateToString Hibernatelmpl.ja
b. getXsdFormatDateTime l\ila'B Odrr:Ult‘illt._jla_va,
Introduced following utility methods in Hibernatelmpl C:ineiigg?DZt ab{ﬁ_\;:\’/
class. a, ZAppBlock.java,
a. searchBySqlQueryNParam RegistrationXML.ja
va, OpenResponse
b. searchBySqlQuery ‘hbm.xm. OpenRe
c. searchByQuery gistrations.java, Op
d. findByLikeCondition enRegistration.hbm
xml
Introduced embedded and ancillary study supportto | 2.0.0.0 Sushmita RandoNode.wsdl,
existing RandoNode. Modified the WSDL file, De/11-19- RandoNodeApp.jav
2009 a, Registration

interfacing objects and sample web methods for the
same.

Introduced new attribute purpose within ltemGroup
and added code to retrieve the value from meta
data XML.

Introduced methods to populate ancillary
registration array from sample clinical data XML file.

Updated domain objects to persist the new
attributes.

Added attributes in WSDL to override credentialing
exception and for case notes.

Introduced the following utility methods in
ClinicalDataUtil class.

a. getltemDataListByltemltemGroupStudy
b. getAncillaryStudies

c. getAncillaryStudiesToProcess

d. getActionByAncillaryStudy

Introduced the following utility methods in
MetaDataUtil class.

getMainStudyName
getStudiesByltem
getStudyByltemItemGroup
getStudyByltemGroup
getltemsByStudy
getltemsByltemGroupStudy
getltemsByltemOidltemGroupStudy
getltemGroupByModNameStudy
getltemGroupsByStudy

o

R

NSABP.java, Reg
istrationNSABPB42
.java, ClinicalData
Util.java, ZApp
Block.java, Reg
istrationXML.java,
RandoNodePersistl
nterface.java, Ran
donodeClient.java,
OpenRegistrations.
java, OpenReg
istration.java, Open
Registration.nbm.x
ml, OpenPortal
Proxy.java, Meta
DataUstil java, Item
Group.java, Item
Group.hbm.xml,
HibernateUtil.java
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to version 3.0.0.0

RandoNode Maintenance Log
Description Randopode Completed . .
Version By/Date Modified Files Comments
8. Added a new doValidate operation 2.0.1.0 Sushmita Rae\?;s;ftiogfl\éi/kwp
VALIDATE_PRE_REQUISITES N Der04-08- _}ay?: i aiData
9. Added example codes to validate Prerequisite data Util java, Item
within the doValidate method QFOUI?\A-J'a;/ab ItteTJt'I
10. Added additional Item and ltemGroup ODM Fve, RandoNods
attributes to the domain objects for future use App.java, Index
11. Added APIs to extract the new ItemGroupDef and uhégbaii?fml
IltemDef ODM attributes. This is to extract all the '
remaining Item and ltemGroup attributes for future
use
12. Added new ClinicalDataUtil APIs to identify and
retrieve Prerequisite ItemData:
a. getPreRequisiteltemDatalList
b. getPreRequisiteltemDataListByStudy
13. Added new MetaDataUtil APIs to identify and
retrieve Prerequisite ItemData:
a. getPreRequisiteltemGroups
b. getPreRequisiteltemGroupsByStudy
c. getPreRequisiteltems
d. getPreRequisiteltemsByStudy
1. OpenRegistrations constructor is modified to accept | 3.0.0.0 Phoebe OpenRegistrations.
four new NCI reporting attributes — Whitefield Jg;zn Registration|
treatmentAssignmentCode, f07-30-2014 | s RandoNodeAp
treatmentAssignmentDescription, subgroupCode, p.java,
diseaseCode éﬁp'pB:gC}:'ja\{?"
2. The framework class ZAppBlock is modified to a,lmca Ay
include three string constants representing Transfer RegistrationNSABP
& Update Module (T&UM) operations Jjava
3. The doRegister, doRegisterTest and
doRegisterAncillary method implementations are
updated to provide example how the NCI reporting
attributes should be set and when to perform the
T&UM operations. In addition, a new method
setDiseaseCode is added to show how to set the
disease code
4. A new utility method is added to convert HashMap
list values to xml string for
OpenRegistration.otherValue construction
5. The RandoNodeApp.getVersion method is updated
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Description Randonode | Completed
P Version By/Date Modified Files Comments
ClinicalDataUtil.main is modified to call 3.0.0.1 Phoebe ClinicalDataUtil jav
testClinicalDataUtil function to test the utility Whitefield a
/02-04-2020

functions provided by ClinicalDataUtil.java
ClinicalDataUtil.getltemDataByMNameQIdRepeat
function is fixed to handle CDISC and Non CDISC
demography form.
ClinicalDataUtil.getltemDataMaxRepeat is fixed to
return O for input module name and question oid
that does not existed in the clinical data.
ClinicalDataUtil.loadOverrideApproval is modified to
prevent NullPointerException.

A few functions are added to ClinicalDataUtil.java
for regression testing.
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