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FEATHRES BENERN S

I ManageSubmissions to FDA I Savings in time and level of effort
I ManageExemption Requests I Improved preservation of knowledge due
I ManageClinical Hold Notifications to secure and auditable access to the
I ManagelND Inactivation/Withdrawal/ regulatory process

Termination Requests I Increased efficiency due to ability to
I ManagelND Cross Reference Letter expedite the regulatory processing

Requests workflow based on business rules and d:
I ManageMeeting Minutes with the FDA change tracking

I Electronic Regulatory Submission
Document Library

I Alerts & Notifications
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FEATBRES BENERN S

I Manages funding aspects of contracts, I Capture and analysis of grant related dat

cooperative agreements, and grants I Access to existing protocol data

I NCI sponsored or other sponsored cIinic;";tI I Generation of more accurate accrual
trials and associated correlative studies reports

I Enables sponsor to effectively and I Efficiently manage the funding aspects o
accurately set up and manage the fundirig contracts and other grants
information for protocols and correlative

studies
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FEATBRES BENERN S

I Electronic document development & revieV\E{I Facilitates Protocol Development

I Online review and commenting capabilities: I Streamlines Protocol Submission

I Interoperability¢ XML Data Transfer I Enhances Protocol Review Process
I Document Lifecycle Management I Reduces Approval Time
I Protocol Document Workflow I Increases Activation of Clinical Trails

I Version Control and Comparison
I Enterprise Library

I CDE & CDISC Compliance

I Automatic alerts and notifications

I Delivery Model options (e.g. Hosted Soluti(;m)
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IRB Management

FEATBRES

I Protocol Management

I Meeting Management

I Documents Management
I Review Management

I Reporting

I IRB Office Task Facilitation

Proven Solutions. Improved Results.

BENERN S

I Scalability and Extensibility
I Positions IRBs for Future Growth

I Improves Communication between Stakeholde

I Prevents the Loss of Paper Documents

I Provides 24/7 access to Wp-Date Protocol
Information

I Increases Capacity of IRB Office and Boards

I Ensures Audit Protection

I Facilitates Management of Complex Processe

I Ultimately Increases Human Subject Safety
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FEATHRES BENERN S

I Direct submission & document organlzatlorl Savings in time and level of effort due to

I Reduce Inefficiencies Caused by Subm|55|on o The ability to electronically obtain and
compile the most ugo-date information

Errors
ili from multipl r nd generate reports
I Facilitate Document Management and om multiple sources and g p

o Minimization of redundant data entry

Workflow to Ensure Accuracy and Timelie _ _
: o Availability of electronic records in a central

Compliance
I : source

Optimize and Automate Work Processes o Electronically submission and access to
I Electronic Library for all Site Subm|SS|on submission documents

and Related Documents o The operational checks to catch and correc
I Delivery Model Options (e.g. Hosted submission errors

Solution, etc.) o On-demand reporting
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Investigator Registration (? C 11 Sleewms

FEATBRES BENERN S

I Electronic submission of clinical trial I Improve the efficiency and cost for
iInvestigator information to trial sponsors processing investigator changes
and regulatory bodies. I Reduce paper and manual processing
I Automated investigator registration proceissl Improve access to investigator informatic
of FDA 1572. I Centrally manage 1572 registration relate
I Online registration with sponsors, includirig information and associated workflows in
Government and Pharmaceutical secure repository
companies I Provide integration with existing
I Secure central repository for maintaining sponsor/site databases

Investigator profiles
I Digital signatures for electronic form

submission
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Protocol Management

FEATEBRES

I Direct access to all protocol information

I Realtime and Searchable data

I Provides key Protocol Information

I Standardization of Protocol ID & Status

I Includes Network and neNetwork
Protocols

I Web Services to maintain and retrieve

protocol information

A HEALTH
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Proven Solutions. Improved Results.

BENERK'S

I Enhanced ability to retrieve, analyze,

comprehend, and make decisions on

protocol information

I 24/7 access to a central wdimsed

repository

I Increase in adverse event site reaction
I Simplified crosgrotocol analysis

I Retirement of the legacy system

I Improved transparency of CTA status

I Improved capture of all protocol

development special handling requests
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FEATHRES BENERN S

I Based Upon New Monitoring Paradigm I Reduce data redundancy, human errors,
I Site and Study Specific Monitoring and compliance risks through the use of
I Single source for all Monitoring Informatldn standardized templates and automated
I Standardization of Findings and Visit i business rules
Reports across Networks and Nnetworks I Reduction in the dependence on
I RealTime and Searchable Access contractors by generating quarterly report
I Provides Key Clinical Site Monitoring I Evidencebased data to drive CSM policy
Information I Reduction of administrative burdens

through process standardization
I Ability to query visit findings electronically
I Preventive analysis for site oversight,

review, and process improvement functior
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Clinical Trial Process Lifecycle(? CTIS

- . TRIAL TRIAL TRIAL TRIAL
Clinical Trial Lifecycle | PRECLINICAL || o anninG ACTIVATION |l ill| REPORTING
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Is the data positive for Connects to Trial
2 Reporting/Submissions
‘Connects to Trial Planning Proceedto | -~ the next phase? Analyze for | Stage
next Yes nextphase | No
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c
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Protocol Authors o
and Reviewers £
D
. Dr'“.ll g . Monitor U=J
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CRO - ! t
Are there serious 1 g-
design changes : Q
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Yos IRBs and el ks Reddeheddedede ik [ === o i e
sponsor 1 =
! =
IRB :
I
Does the protocol ! ;
require
changes? Patient Request Govem Collect
4—‘—-“3 o accrual + drug - =-=» treatment > data -
(ordering) regimen
Sites/Investigators
26 months TIME 74months
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Drug Distribution Management (? CT1 S|nws

FEATBRES BENERK S

I Online or Automated Drug Ordering : I Errorfree Drug Request

I Verification and validation of Drug Orderlngl Right Drug to Right Person at Right Time
I System checks for Drug Restrictions Improving the drug processing efficiency
I Drug inventory management I Effective Drug inventory management of
I Workflow based drug processing various drugs with different lots and

I Drug shipment and tacking samples and strength

I Standardized Drug Request processes wi
being in compliance with industry

standards
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Proven Solutions. Improved Results.

Clinical Trial Process Lifecycle(? CTIS

- . TRIAL TRIAL TRIAL TRIAL
Clinical Trial Lifecycle | PRECLINICAL || o anninG ACTIVATION |l ill| REPORTING

FDA
Is the data positive for Connects to Trial
2 Reporting/Submissions
‘Connects to Trial Planning Proceedto | -~ the next phase? Analyze for | Stage
next Yes nextphase | No
phase eligibility 0
Sponsor StupQrial (@]
4]
Protocol Authors o
and Reviewers £
D
. =
. Monitor N
i:_:g conduc and *&)
accrual =
CRO f : b=
Are there serious 1 g-
design changes : Q
suggested? Notify other : o
Yos IRBs and el ks Reddeheddedede ik [ === o i e
sponsor 1 =
! =
IRB :
I
Does the protocol | 1',
require
_ changes? VY Patient _ Rz?::: st ) tggrn?;nnl | Collect N
Yes T No | Red fStfatior (ordering) regimen data
Sites/Investigators
26 months TIME 74months
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Patient Registration (? s T Sleear

FEATBRES BENERK S

I Stratifies subjects, randomizes to trial arm:sl Streamlines registration workflow

registers subjects to companion protocols I Expedited notification through email and

I Provider rolebased views to registration dashboard
data I Study personnel management
I Integrates with other clinical systems I Facilitates compliance with Federal

I Notifies users through email and dashboafrd regulations including 21 CFR Part 11, HIF
of registration events, including accrual and Section 508
thresholds

I Tracks participants across sites and handlies
singlesite and multisite trials .

I Manages study personnel who have acceés

to registry
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Proven Solutions. Improved Results.

Clinical Trial Process Lifecycle(? CTIS

- . TRIAL TRIAL TRIAL TRIAL
Clinical Trial Lifecycle | PRECLINICAL || o anninG ACTIVATION |l ill| REPORTING

FDA
Is the data positive for Connects to Trial
2 Reporting/Submissions
‘Connects to Trial Planning Proceedto | -~ the next phase? Analyze for | Stage
next Yes nextphase | No
phase eligibility "
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. Monitor N
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sponsor 1 -
! -
IRB !
I
Does the protocol ﬁ
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changes? Patient Request &B&n Collect
* Yo ®w|  accual s dug koo Sbudy g data >
(ordering) Caléfdar
Sites/Investigators
26 months TIME 74months
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Patient Study Calendar (? G 11 S
FEATEHRES BENERN S

I Create template to represent activities of a I Provides prospective and historical views
study and apply template to patient to patient activities
generate calendar I Provide access control to patient calenda
I Import and export study templates within a multisite environment

I Apply additional parts of the template as th. Flexible reporting interface
patient advances through the study :

I Track the history of changes

I Receive AE naotifications and display themé In
the patient calendar .

I Delivery Model options (e.g. Hosted

Solution, etc.)
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Clinical Trial Process Lifecycle(? CTIS

- . TRIAL TRIAL TRIAL TRIAL
Clinical Trial Lifecycle | PRECLINICAL || o anninG ACTIVATION |l ill| REPORTING

FDA
Is the data positive for Connects to Trial
? Reporting/Submissions
‘Connects to Trial Planning Proceedto | -~ the next phase? Analyze for | Stage
next Yes nextphase | No
phase eligibility 0
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(ordering) regimen Rep®6fting
. Sitesfmves_ﬁnm—.
26 months TIME 74months
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Adverse Event Reporting (?

FEATBRES BENERK S

I Secure, Confidential Wellased system I Increased quality and integrity of data due

I Realtime access to AE reports to automated checks and validations

I Built-in checks and list of values I Minimization of data errors due to

I Supports Therapeutic, Vaccines and automatic prepopulation of protocol and
Prevention AE Reporting contact information

I E-mail notification of AE report subm|SS|on I Enhanced ability to electronically obtain
to various stakeholders and compile the most uwpo-date
I Electronic Signature i information from multiple sources
I Ability of principal investigators to review
. AE reports and add electronic signatures
from any remote location that has Interne

aCcess
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Clinical Trial Process Lifecycle (? CTIS

i g o TRIAL TRIAL TRIAL TRIAL
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desirable end point " i drug the drug'’s safety =
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No ‘
Sponsor 4 s the trial data for Phase 3?
Protocol Authors
and Reviewers
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data to sponsor
CRO 1
M e - e - - ———
I
IRB !
1
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Report __1.) ad&%ne
oot Precessing
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Adverse Event Processing (? 1 S|k

FEATBRES BENERK S

I Processing and tracking of AEs I Rapid decision making and oversight
I Receives AEs submitted electronically I Reducing administrative burdens
I Provides workflow to facilitate I Improved understanding of AE history
I Improved ability to complete tasks within
FDAmandated timelines
I Improved ability to assess current
. processes and identify changes
I Evidencebased data to drives policy and
. practice
I Ability to receive AEs electronically and
process them to completion

: I Improved turnaround times and controls
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Proven Solutions. Improved Results.

Clinical Trial Process Lifecycle (? CTIS

i g o TRIAL TRIAL TRIAL TRIAL
Clinical Trial Lifecycle | precuNicAL || o pnning || acTivaTion || conouct  |[REaeie

Review Approve
NDA NDA
FDA 3
alyze data - determine Perform observational
%E\ﬁ&'&fﬁtﬁeﬁﬁba | zﬁebr:zirf ,\? Sg i Market | studies and evaluate - o
dﬁ@ﬁ@ﬁoim " i drug the drug'’s safety =
< i 4l packet during routine use END
AV
No ‘I
Sponsor 4 s the trial data for Phase 3?
Protocol Authors
and Reviewers
Collectand
report clinical
data to sponsor

CRO +
@ = e e = = e e e -

I

IRB :
1
Report
Report ____Jl adverse
data eventdata
l Sites/Investigators l
74months TIME 84months
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Informatics Project for Agents and Diseases (IPAIQ? CTI S|es

FEATBRES BENERK S

I Retrieval of data with speed and efﬁuency I Single, easy to use interface for searching
I Queries using key terms/words i across various biomedical data sources

I Customizable query parameters and resu!tsl Flexibility in supporting the dynamic quen

across business domains and reporting needs
I Drill down to detailed information I Customizable output, saved searches anc
I Graphical & Chart display of results preferences
I Integration with standard reports I Improved productivity
I Export of results in multiple formats I Scalable Enterprise Search Solution
I Integration with external data sources I Integration with Other Institutional Portal

I Map integration

I Saved searches & user preferences
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Clinical Trial Process Lifecycle (? CTIS

i g o TRIAL TRIAL TRIAL TRIAL
Clinical Trial Lifecycle | precuNicAL || o pnning || acTivaTion || conouct  |[REaeie

Review Approve
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Executive Dashboard (? CT1Sjed
FEATHRES BENERNE S

I Forecast or predict clinical and/or financiaﬁl I Real time:all data displayed here is real

performance based on actual-ttate i time data. Rapid Assembly of Information
performance I Interoperable:does not matter what

I Conduct Whatf Analyses by adjusting the database the information is being pulled

performance levers (patient accrual rate, :  from or what type of source.

grant burn rate) and support improved I Customizable70% is a standard framewol

decisionmaking ability. and 30% is customized based on client
I Personalize dashboard by storing preferences and tailored to their focus of

AGF1S8K2f RENDA NR2G iObtadi 8 FylFfaada 2NJ
annotations for future reference. I Easyto-understand user Interface
IWhat If Analysis

I Planned vs. Actual information
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CTIS CTRM Components CTIS

Proven Solutions. Improved Results.
T 2 LT L L
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Protocol Protocol Management Executive RD
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Proven Solutions. Improved Results.
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CTRM Informatics Solution Stack CTIS

Proven Solutions. Improved Results.

Data ; T Governance ; ) Decision L |
Aggregation (Data Quality I Management &/Reporting e Support . Ee

. ‘.'

R 'Data Analysis ‘*C°||I:ag’,%|aé've IM[?g:h o t &=-Mobile Platform REPORTSIPORTALS

BUSINESS INTELLIGENCE/BUSINESS ANALYTICS

Presentation Standards,
RDF, JSR, WSRP,
Section 508

(2]
(&)
2 g Drug i Disease @
G Information ¢ Investigator A Therapy Q : frmp— :)
§ | | ¥ |nformation Site Data Information % Information — ﬂ
T = Patient Data T"Treggtrgaent MDia[gggStiC @ Protocol Data JjlLab Data REPOSITORIES
DATA WAREHOUSE

S ] o ronsons
= Research Planning Research Activation Research Conduct Research Reporting -
> pharma NETWORKS
§ Protocol + Regulatory & Performance == Executive cros g
o Manager = Manager Monitor Manager Information Manager e '
g | H | o o | y, Fa v
2 ’PatlentAccruaI Site «3Site Monitoring 1+ Auditor sl Zooratory
2 Manager o ~~ Manager ~ Manager Manager o Care
(=] =
= _.Registration o2 Investigator s Data Collection £ Patient SITES
= > anager L& Manager - Manager Evaluation Manager /

APPLICATIONS

#Storage & Systems & Secure < Security @A Cloud

| =] =
¥ Servers Networks Mgnitoring Connectivity ~Managemient ~ Computing ~ Virtualization / @7} @‘
INFRASTRUCTURE SECURITY/TOOLS
H—Adaptors, connectors, interfaces, gateways, routers, and transformation services

ITIL, HIPAA
FISMA,
21 CFR Part 11

Our Clinical Research Solution Provides Connectivity Between All Stakeholders
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CTRM Informatics Solution Components ( R Rkl

CTIS has used its tried and tested solution components across
different implementations

ContactdMlanagement Maintains persons, organizations and thearrelations

Supports the interactions between an Institutional Review Board and

IRB Management research sites

Protocol Authoring Support authoring and review of a study or concept
ProtocolManagement Support capture of protocol attributes and protocol state modification
Study Registration Supports ability to register trials and studies

Investigator

) ) Supports ability to register Investigator of Records to a study at a site
Registration PP y g g y

Supports identification of potential candidates based on Heylel
demographic criteria and management of study subjects through
deactivation

SubjectRecruitment
and Management

Provides the capabilities associated with establishing eligibility for a

N NN NS RN

Eligibility patient to register on a Study based on criteria specified in the Study
Protocol
Visit Scheduling Supports ability to schedule visits and track appointments \/
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CTRM Informatics Solution Components ( CTIS
(Contd . ) Proven Solutions. Improved Results.

Provides capability to instantiate, populate, submit and validat
CRMata Management case report forms along with the ability to create, aggregate,
migrate, publish and query CRF Templates

Provides capability to randomize a subject according to one oi

Randomization . L :
predefined randomizatiomlgorithms

Provides capability to manage requests for clinical services (s

Order Request Managemen!
au g as Labs and Images)

Provide a standard set of interfaces to create, manage, and st
Adverse Event Management safety reports and enable search, analysis, sharing, and data
mining of these reports

Support publishing/reporting requirements for both singiée
and multtsite studies

RN R NN

Accrual
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CTRM Informatics Solution Components ( CTIS
(Contd . ) Proven Solutions. Improved Results.

Immunizations Provides ability to capture and view immunizations tied to patie
Procedure History Provides ability to capture history of procedures for a patient

Provide the ability to manage and track collected specimens frc

Specimen Management . .
P g both the clinical and research perspectives
Medication Management  Provides ability to capture and view Medications tied to patient:

Provides ability to capture seror non-structured notes to

Clinical Statements . !
coordinate patient care.

Provides ability to manage the laboratory results of clinical trial

LabManagement .
participants
Establishes a set of reporting patterns for collecting data and
Study Outcomes e P Jp : ,g
validating it in order to report on a particular study's outcomes.
) ) Provides an enterprise query tool to query data based on differ
EnterpriseQuery Wizard P query query |

research parameters

Provides an algorithmicalyeutral way to manage decision supp

Decision Support :
services

Group of components enabling the use of mobile infrastructure
clinicaldata managemenand health care management
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CTRM Informatics Infrastructure Components ( G 11 Slea

B/2Yyvy2y LyFNI aGNHOGdzNBE / 2YLRYySyiaa |

Notification Provides capability to create, manage and send evaised
Management notifications to other applications and services.

: Provide capability to exchange messages with other services /
Messaging L
applications.
Provides capabilities to log, déentify, query, analyze events and
Audit Management messages across the enterprise, thus facilitating the auditing of the

access to sensitive data

Provides means of provisioning and managing user identities as wse

Identity Management . . . . .
testing an identity against a set of credentials

Provides capabilities to define, request, provision, approve and retr

Role Management .
role assignments

NN N O N NN

Authorization Provides ability to provision, publish and access authorization polic
Management user level and role level

Service Contract Represents a series of capabilities around the storage, versioning,
Management expression ofthe contract semantics supporting interoperability.
Vocabulary Supports the management, storage, and mapping of terminologies
Management value sets.
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CTIS has used its tried and tested solution components for the following
Implementations

The implementationnvolves implementation of auste of Clinical Trial Management tools developed for the Divisi
of AIDS within the National Institute of Allergy and Infectidiseases (NIAID/NIH)he System also facilitatéata
interoperability withexternal systems located within Data Management Centers, Participating sites, and other
stakeholder systems using a standardized vocabulary.

Cancet KSNJ LI 9 @I f dzlinical Rrigls Entdi@riSelsystér® (CEBFS) is used to manage the national
cancer research program for the Natior@ncer Institute (NCI/NIHX comprises of 22 applications suchRastocol

CTEFESYS Authoring and abstraction, Site monitoring and Audits, Drug Authorization and Tracking, Adverse Event Repor
Processing, and includes online analytical processing (OLAP) of information and executive dashboard for dec
support.

DAIDSES

The National Heart Lung and Blood Clinical Data System (@B lis a Welbased clinical datmanagemensystem
to assist the Intramural program in data management and coordination of clinical studies for four of its Branche

NHLBICDS Hematology, Cardiology and Pulmonafgscular Medicine branches of NHLBI. The solution integrates to medica
devices and equipment and includes C3diation components for Hospital information system.
A clinical data management system focusing on the Acute Lymphoblastic Leukemia (ALL) Study Group impler
INCTR CDS the International Networlof Cancer Treatment and Research (INCTR} system includes the registration, eligibili

check, pretreatment, ontreatment, and offstudy components. This system is used by four participating centers
India that are part of the INCTR Leukemia Study Group of India.
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CTRM Informatics Installed Locationsntd..) ( CT1S|amns

Developed for Georgetown University, the Electronic Research Information and CompiBh@es(a paperless,
electronic system designed to automate the submission, tracking, and reviewing of scientific regulatory an

eRIC compliance information that is required for the safe conduct of human subjects research. The solution aid:
group process of reviewing research protocols and related materials, such as informed consent document
investigator brochures.

imHealthdMis a cutting edge healthcare application, developed by CTIS Inc. The revolutionary application
hosted on all major mobile operating systems, and is specifically designed to serve as a Personal Health |

imHealthe™ (PHR) for chronically ill patients. This application accurately documents and communicates patient history
doctors and other health care providers. Having these records available on a mobile device makes it conv
record patient data immediately thus greatly reducing the potential for error or unrecorded data.

Safety Profiler is Adverse Event reporting tool using mobile and wireless technologies to assist with the ne

medical professionals at the point of care. With portability as its primary advantage, Safety Profiler promot

use of Personal Digital Assistants (PDA), laptops, and other mobile/wireless devices to quickly access the
Safety Profiler Events terms, dictionary search wizards to capture and code Adverse Event patient data at the-parat dhis
data is synchronized, wirelessly or through the use of a desktop computer, with the Safety Profiler centrali:
database which stores, reports, and imports/exports with other Clinical Data Interchange Standards Cons
(CDISC) compliant systems.
Clinical Oncology Information System for the Bone Marrow Transplant programB®D)Ss a Welbased syster
to automate the management of patient care and the collection of associated data for the Bone Marrow
Transplant program. The System includes Clirigal research and hospital informatics componentsiemage
and monitorpatient registration, manage patient evaluation, capture all relevant information from dquatent
encounters, monitor GVHD treatment and prevention and track felligwand offstudy information.
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CTRM Informatics Implementation Map ( CTIS
(Contd . ) Proven Solutions. Improved Results.

COMPANY

TheEDiISOM 2 f dzi A2y SYLX 2ea /¢L{Q wSY20S 5FdF 9YyGNER |y
secure access, using a Web browser, from any site where Novartis has contracted a clinical trial. It provides t
medical personnel in the US and Switzerland with prompt;tiea notification and interpretation of clinical toxicit
data from investigative sites around the world using a simple, secure Web browser connEQi&OMllows inter
patient trending of summary toxicity data across multiple early development studies. It supports dose escalati
modification decisions and enhances efficiency by permitting thgang, direct monitoring of clinical trials data.

The Division of Cancépidemiology GroudCEG) Survey Management System (SMS) was developed to condt
chronic disease and diet research in India. The focus of the study is to investigate the relation between diet al
cancer in three locations (Delhi, Mumbai, and Trivandrum) which includes collection of detailed information or

DCEG Survey variety of lifestyle factors, Indian diet, and evaluation of the folgpvand endpoint ascertainment coverage. CTIS

Management developed the information technology (IT) architecture and has used its solution components so that the infor

System (SMS) collected onsite in hardcopy could be transferred to NCI researchers. CTIS has coordinated setting up of the |
offices at the three study sites, as well as managed and hosted the data transfer to the NCI investigators. Adc
CTIS has provided a poradsed dashboard that allows monitoring and evaluation, tracking and surveillance, tr
to NCIDCEG staff and electronic data capture at source.

EDISON
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CTRM Informatics Implementation Map ( CT 1 S|peis
(CO nt d . ) Proven Solutions. Improved Results.

CTIS has been involved in developing and integrating various applications to be caBIG® compliant:

A DocuMARTC¢ This application has been awarded the caBIG® Bronze Compatible Certification by N
Cancer Institute Center for Bioinformatics (NCICB).

A CTEP Enterprise Core Module (EGWis application has been awarded the caBIG® Bronze Compa
Certification by National Cancer Institute Center for Bioinformatics (NCICB).

A caAER\dEERShtegration Services, Providing services to integrated EER®ith caAERSpplication to
submit Adverse Events.

A Correlation of Organizations, Persons, and Protocol Abstractions (COPPA) Integea@aEFESYS
services to integrate and share data with COPPA for details on Persons, Organizations, Contact
Mechanisms and Protocols.

A Janusc CTIS developed a standadassed clinical data repository that utilizes an open source data m
cancer Bioinformatics and provides a data collection and analysis repository foreioncal (animal toxicology) and clinical trii
Grid- caBIG data submitted for protocols as well as clinical outcomes data following the SEND and Study Data

Tabulation Model (SDTM) standards.

A Firebird- The Federal Investigator Registry of Biomedical Informatics Research Data (FIREBIRD) i
software application that supports electronic submission of clinical trial investigator information to ti
sponsors and regulatory bodies. It helps remove papssed latencies and infrastructure costs, allowir
investigators to centrally maintain and manage all investigator registrations.

A Clinical Data System (CD&SI is an independent and standalone data submission infrastructure
(electronic) at NCICB to serve as the primary data submission system fgpdhSored clinical trials. Da
is submitted via a Webased interface. The system also provides a mechanism for data access by
stakeholders including cancer centers, cooperative groups, and single institutions via a data analys
interface. This interface enables users to view and generate reports about various aspects of the ¢
trial process.
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Map

7 é S) 23
Components £ |2 8 |0c|5%
5 | I -
Contacts Management /
IRB Management v
Protocol Authoring v
Protocol Management / v v v v’
Study Registration v v
Investigator Registratior / v
SubjectVMlanagement v v

Eligibility

Visit Scheduling

CRF Data Management
Randomization

SRR
<B
\

NN

Order RequesMgmt v v
Patient Outcomes v v’
Adverse Everiigmt v v v v v v v’
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Map

5. Improved Results.
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Components | 2 | & | & 8 |0c|5%
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Accrual v v
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Immunizations v
Procedure History v’ v v
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Clinical Research Quen v
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Mobile tools v v v
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