
© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary     1

Clinical Trials Research 

and Management (CTRM) 

Capabilities Overview



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary

Table of Contents

Clinical Trial Process Lifecycle : Products Overview

Complete Clinical Trial Lifecycle

CTRM ςInformatics Solution Stack

CTIS Value Proposition

Product Details

Bioinformatics Tools



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary     3

Clinical Trial Process Lifecycle



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary

Clinical Trial Process Lifecycle



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary

Clinical Trial Process Lifecycle ςRate Limiting Factors

Risk Categorization: High Medium Low
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Clinical Trial Process Lifecycle
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Management

Clinical Trial Process Lifecycle
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IND Management

FEATURES

Manage Submissions to FDA

Manage Exemption Requests

Manage Clinical Hold Notifications

Manage IND Inactivation/Withdrawal/ 

Termination Requests

Manage IND Cross Reference Letter 

Requests

Manage Meeting Minutes with the FDA

Electronic Regulatory Submission 

Document Library

Alerts & Notifications

BENEFITS

Savings in time and level of effort 

Improved preservation of knowledge due 

to secure and auditable access to the 

regulatory process

Increased efficiency due to ability to 

expedite the regulatory processing 

workflow based on business rules and data 

change tracking
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Grants Management

FEATURES

Manages funding aspects of contracts, 

cooperative agreements, and grants

NCI sponsored or other sponsored clinical 

trials and associated correlative studies

Enables sponsor to effectively and 

accurately set up and manage the funding 

information for protocols and correlative 

studies

BENEFITS

Capture and analysis of grant related data 

Access to existing protocol data

Generation of more accurate accrual 

reports 

Efficiently manage the funding aspects of 

contracts and other grants
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Protocol Authoring

Clinical Trial Process Lifecycle

0 months 18 monthsTIME



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary

Protocol Authoring

FEATURES

Electronic document development & review

Online review and commenting capabilities

Interoperability ςXML Data Transfer

Document Lifecycle Management

Protocol Document Workflow

Version Control and Comparison

Enterprise Library

CDE & CDISC  Compliance

Automatic alerts and notifications

Delivery Model options (e.g. Hosted Solution)

BENEFITS

Facilitates Protocol Development

Streamlines Protocol Submission

Enhances Protocol Review Process

Reduces Approval Time

Increases Activation of Clinical Trails
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IRB Management

FEATURES

Protocol Management

Meeting Management

Documents Management

Review Management

Reporting

IRB Office Task Facilitation

BENEFITS

Scalability and Extensibility

Positions IRBs for Future Growth

Improves Communication between Stakeholders

Prevents the Loss of Paper Documents 

Provides 24/7 access to Up-to-Date Protocol 

Information

Increases Capacity of IRB Office and Boards

Ensures Audit Protection

Facilitates Management of Complex Processes

Ultimately Increases Human Subject Safety
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Clinical Trial Process Lifecycle

Protocol 
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Protocol Registration

FEATURES

Direct submission & document organization

Reduce Inefficiencies Caused by Submission 

Errors 

Facilitate Document Management and 

Workflow to Ensure Accuracy and Timeline 

Compliance 

Optimize and Automate Work Processes 

Electronic Library for all Site Submission 

and Related Documents

Delivery Model Options (e.g. Hosted 

Solution, etc.)

BENEFITS

Savings in time and level of effort due to:

o The ability to electronically obtain and 

compile the most up-to-date information 

from multiple sources and generate reports

o Minimization of redundant data entry

o Availability of electronic records in a central 

source

o Electronically submission and access to 

submission documents

o The operational checks to catch and correct 

submission errors 

o On-demand reporting
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Investigator Registration

FEATURES

Electronic submission of clinical trial 

investigator information to trial sponsors 

and regulatory bodies. 

Automated investigator registration process 

of FDA 1572. 

Online registration with sponsors, including 

Government and Pharmaceutical 

companies 

Secure central repository for maintaining 

investigator profiles

Digital signatures for electronic form 

submission

BENEFITS

Improve the efficiency and cost for 

processing investigator changes

Reduce paper and manual processing

Improve access to investigator information

Centrally manage 1572 registration related 

information and associated workflows in a 

secure repository

Provide integration with existing 

sponsor/site databases
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Clinical Trial Process Lifecycle

Protocol 

Management

26 months 74monthsTIME



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary

Protocol Management

FEATURES

Direct access to all protocol information

Real-time and Searchable data

Provides key Protocol Information

Standardization of Protocol ID & Status

Includes Network and non-Network 

Protocols

Web Services to maintain and retrieve 

protocol information

BENEFITS

Enhanced ability to retrieve, analyze, 

comprehend, and make decisions on 

protocol information

24/7 access to a central web-based 

repository 

Increase in adverse event site reaction

Simplified cross-protocol analysis

Retirement of the legacy system

Improved transparency of CTA status

Improved capture of all protocol 

development special handling requests
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Clinical Trial Process Lifecycle

Clinical Site 

Monitoring

26 months 74monthsTIME
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Clinical Site Monitoring

FEATURES

Based Upon New Monitoring Paradigm

Site and Study Specific Monitoring

Single source for all Monitoring Information

Standardization of Findings and Visit 

Reports across Networks and Non-networks

Real-Time and Searchable Access

Provides Key Clinical Site Monitoring 

Information

BENEFITS

Reduce data redundancy, human errors, 

and compliance risks through the use of 

standardized templates and automated 

business rules 

Reduction in the dependence on 

contractors by generating quarterly reports

Evidence-based data to drive CSM policy

Reduction of administrative burdens 

through process standardization

Ability to query visit findings electronically

Preventive analysis for site oversight, 

review, and process improvement functions
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Drug Distribution Management

FEATURES

Online  or Automated Drug Ordering

Verification and validation of Drug Ordering

System checks for Drug Restrictions

Drug inventory management

Workflow based drug processing

Drug shipment and tacking

BENEFITS

Error-free Drug Request

Right Drug to Right Person at Right Time 

improving the drug processing efficiency

Effective Drug inventory management of 

various drugs with different lots and 

samples and strength

Standardized Drug Request processes while 

being in compliance with industry 

standards
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Patient Registration

FEATURES

Stratifies subjects, randomizes to trial arms, 

registers subjects to companion protocols 

Provider role-based views to registration 

data 

Integrates with other clinical systems 

Notifies users through email and dashboard 

of registration events, including accrual 

thresholds 

Tracks participants across sites and handles 

single-site and multi-site trials 

Manages study personnel who have access 

to registry 

BENEFITS

Streamlines registration workflow

Expedited notification through email and 

dashboard

Study personnel management

Facilitates compliance with Federal 

regulations including 21 CFR Part 11, HIPAA, 

and Section 508
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Clinical Trial Process Lifecycle

Patient 

Study 
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Patient Study Calendar

FEATURES

Create template to represent activities of a 

study and apply template to patient to 

generate calendar 

Import and export study templates 

Apply additional parts of the template as the 

patient advances through the study 

Track the history of changes

Receive AE notifications and display them in 

the patient calendar 

Delivery Model options (e.g. Hosted 

Solution, etc.) 

BENEFITS

Provides prospective and historical views of 

patient activities 

Provide access control to patient calendars 

within a multi-site environment 

Flexible reporting interface



© Copyright 2011 CTIS                                                                                                  CTIS Confidential  & Proprietary

Clinical Trial Process Lifecycle
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Adverse Event Reporting

FEATURES

Secure, Confidential Web-based system

Real-time access to AE reports

Built-in checks and list of values

Supports Therapeutic, Vaccines and 

Prevention AE Reporting

E-mail notification of AE report submission 

to various stakeholders

Electronic Signature

BENEFITS

Increased quality and integrity of data due 

to automated checks and validations

Minimization of data errors due to 

automatic pre-population of protocol  and 

contact information

Enhanced ability to electronically obtain 

and compile the most up-to-date 

information from multiple sources

Ability of principal investigators to review 

AE reports and add electronic signatures 

from any remote location that has Internet 

access
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Adverse Event Processing

FEATURES

Processing and tracking of AEs

Receives AEs submitted electronically

Provides workflow to facilitate

BENEFITS

Rapid decision making and oversight

Reducing administrative burdens

Improved understanding of AE history

Improved ability to complete tasks within 

FDA-mandated timelines

Improved ability to assess current 

processes and identify changes

Evidence-based data to drives policy and 

practice

Ability to receive AEs electronically and 

process them to completion

Improved turnaround times and controls
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Reporting and 

Analysis

Clinical Trial Process Lifecycle

74months 84monthsTIME
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Informatics Project for Agents and Diseases (IPAD) 

FEATURES

Retrieval of data with speed and efficiency

Queries using key terms/words

Customizable query parameters and results 

across business domains

Drill down to detailed information

Graphical & Chart display of results

Integration with standard reports 

Export of results in multiple formats

Integration with external data sources 

Map integration

Saved searches & user preferences

BENEFITS

Single, easy to use interface for searching 

across various biomedical data sources

Flexibility in supporting the dynamic query 

and reporting needs

Customizable output, saved searches and 

preferences 

Improved productivity

Scalable Enterprise Search Solution

Integration with Other Institutional Portal
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Executive 

Dashboard

Clinical Trial Process Lifecycle

74months 84monthsTIME
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Executive Dashboard

FEATURES

Forecast or predict clinical and/or financial 

performance based on actual to-date 

performance

Conduct What-if Analyses by adjusting the 

performance levers (patient accrual rate, 

grant burn rate) and support improved 

decision-making ability.

Personalize dashboard by storing 

ǎǘŀƪŜƘƻƭŘŜǊΩǎ Ǌƻƻǘ ŎŀǳǎŜ ŀƴŀƭȅǎŜǎ ƻǊ 

annotations for future reference.

BENEFITS

Real time: all data displayed here is real 

time data. Rapid Assembly of Information

Interoperable: does not matter what 

database the information is being pulled 

from or what type of source.

Customizable:70% is a standard framework 

and 30% is customized based on client 

preferences and tailored to their focus of 

study

Easy-to-understand user Interface

What If Analysis

Planned vs. Actual information
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CTIS Components + Other COTS/GOTS Components = 

Complete Clinical Trial Lifecycle
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CTIS CTRM Components
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CTIS CTRM + Other COTS/GOTS Components
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CTRM ςInformatics Solution Stack
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CTRM Informatics Solution Stack

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

Components Capability Clinical 
Research

Contacts Management Maintains persons, organizations and their correlations

IRB Management
Supports the interactions between an Institutional Review Board and 

research sites 

Protocol Authoring Support authoring and review of a study or concept

Protocol Management Support capture of protocol attributes and protocol state modifications 

Study Registration Supports ability to register trials and studies

Investigator 

Registration
Supports ability to register Investigator of Records to a study at a site

Subject Recruitment 

and Management

Supports identification of potential candidates based on high-level 

demographic criteria and management of study subjects through 

deactivation

Eligibility

Provides the capabilities associated with establishing eligibility for a 

patient to register on a Study based on criteria specified in the Study 

Protocol

Visit Scheduling Supports ability to schedule visits and track appointments

CTIS has used its tried and tested solution components across 

different implementations
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CTRM Informatics Solution Components 
(contd..)

Components Capability Clinical 
Research

CRF Data Management

Provides capability to instantiate, populate, submit and validate 

case report forms along with the ability to create, aggregate, 

migrate, publish and query CRF Templates

Randomization
Provides capability to randomize a subject according to one of the 

predefined randomization algorithms

Order Request Management
Provides capability to manage requests for clinical services (such 

as Labs and Images)

Adverse Event Management

Provide a standard set of interfaces to create, manage, and submit 

safety reports and enable search, analysis, sharing, and data 

mining of these reports

Accrual
Support publishing/reporting requirements for both single-site 

and multi-site studies
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CTRM Informatics Solution Components 
(contd..)

Components Capability Clinical 
Research

Immunizations Provides ability to capture and view immunizations tied to patients

Procedure History Provides ability to capture history of procedures for a patient

Specimen Management
Provide the ability to manage and track collected specimens from 

both the clinical and research perspectives

Medication Management Provides ability to capture and view Medications tied to patients

Clinical Statements
Provides ability to capture semi- or non-structured notes to 

coordinate patient care.

Lab Management
Provides ability to manage the laboratory results of clinical trial 

participants

Study Outcomes
Establishes a set of reporting patterns for collecting data and 

validating it in order to report on a particular study's outcomes.

EnterpriseQuery Wizard
Provides an enterprise query tool to query data based on different 

research parameters

Decision Support
Provides an algorithmically-neutral way to manage decision support 

services 

Mobile tools
Group of components enabling the use of mobile infrastructure for 

clinical data management and health care management 
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CTRM Informatics Infrastructure Components

Components Capability Clinical 
Research

Notification 

Management

Provides capability to create, manage and send event-based 

notifications to other applications and services.

Messaging
Provide capability to exchange messages with other services / 

applications.

Audit Management

Provides capabilities to log, de-identify, query, analyze events and 

messages across the enterprise, thus facilitating the auditing of the 

access to sensitive data

Identity Management
Provides means of provisioning and managing user identities as well as 

testing an identity against a set of credentials

Role Management
Provides capabilities to define, request, provision, approve and retrieve 

role assignments

Authorization 

Management

Provides ability to provision, publish and access authorization policies at 

user level and role level

Service Contract 

Management

Represents a series of capabilities around the storage, versioning, and 

expression ofthe contract semantics supporting interoperability.

Vocabulary 

Management

Supports the management, storage, and mapping of terminologies and 

value sets. 

/ƻƳƳƻƴ LƴŦǊŀǎǘǊǳŎǘǳǊŜ /ƻƳǇƻƴŜƴǘǎ ŀǾŀƛƭŀōƭŜ ƛƴ ŀƭƭ ƻŦ /¢L{Ω ƛƳǇƭŜƳŜƴǘŀǘƛƻƴǎ
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CTRM Informatics Installed Locations

Solution 
Instance

Implementation
Description

DAIDS-ES

The implementationinvolves implementation of a suite of Clinical Trial Management tools developed for the Division 

of AIDS within the National Institute of Allergy and Infectiousdiseases (NIAID/NIH).The System also facilitatesdata 

interoperability with external systems located within Data Management Centers, Participating sites, and other 

stakeholder systems using a standardized vocabulary. 

CTEP-ESYS

Cancer¢ƘŜǊŀǇȅ 9Ǿŀƭǳŀǘƛƻƴ tǊƻƎǊŀƳΩǎ Clinical Trials Enterprise System (CTEP-ESYS) is used to manage the national 

cancer research program for the NationalCancer Institute (NCI/NIH). It comprises of 22 applications such as Protocol 

Authoring and abstraction, Site monitoring and Audits, Drug Authorization and Tracking, Adverse Event Reporting and 

Processing, and includes  online analytical processing (OLAP) of information and executive dashboard for decision 

support. 

NHLBI-CDS

The National Heart Lung and Blood Clinical Data System (NHLBI-CDS) is a Web-based clinical datamanagementsystem 

to assist the Intramural program in data management and coordination of clinical studies for four of its Branches, 

Hematology, Cardiology and Pulmonary-Vascular Medicine branches of NHLBI. The solution integrates to medical 

devices and equipment and includes CTISsolution components for Hospital information system.

INCTR - CDS

A clinical data management system focusing on the Acute Lymphoblastic Leukemia (ALL) Study Group implemented for 

the International Networkof Cancer Treatment and Research (INCTR). This system includes the registration, eligibility 

check, pre-treatment, on-treatment, and off-study components. This system is used by four participating centers in 

India that are part of the INCTR Leukemia Study Group of India.

CTIS has used its tried and tested solution components for the following 

implementations
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CTRM Informatics Installed Locations (contd..)

Solution

Instance

Implementation Description

eRIC

Developed for Georgetown University, the Electronic Research Information and Compliance (eRIC) is a paperless, 

electronic system designed to automate the submission, tracking, and reviewing of scientific regulatory and 

compliance information that is required for the safe conduct of human subjects research. The solution aids the 

group process of reviewing research protocols and related materials, such as informed consent documents and 

investigator brochures.

imHealtheTM

imHealtheTM is a cutting edge healthcare application, developed by CTIS Inc. The revolutionary application, will be 

hosted on all major mobile operating systems, and is specifically designed to serve as a Personal Health Record 

(PHR) for chronically ill patients. This application accurately documents and communicates patient history to 

doctors and other health care providers. Having these records available on a mobile device makes it convenient to 

record patient data immediately thus greatly reducing the potential for error or unrecorded data.

Safety Profiler

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

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

use of Personal Digital Assistants (PDA), laptops, and other mobile/wireless devices to quickly access the Adverse 

Events terms, dictionary search wizards to capture and code Adverse Event patient data at the point of-care. This 

data is synchronized, wirelessly or through the use of a desktop computer, with the Safety Profiler centralized 

database which stores, reports, and imports/exports with other Clinical Data Interchange Standards Consortium 

(CDISC) compliant systems.

University of 

Colorado Cancer

Center (UCCC) ς

COIS-BMT

Clinical Oncology Information System for the Bone Marrow Transplant program (COIS-BMT) is a Web-based system 

to automate the management of patient care and the collection of associated data for the Bone Marrow 

Transplant program. The System includes CTISclinical research and hospital informatics components to manage 

and monitorpatient registration, manage patient evaluation, capture all relevant information from doctor-patient 

encounters, monitor GVHD treatment and prevention and  track follow-up and off-study information. 
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CTRM Informatics Implementation Map 
(contd..)

Solution
Instance

Implementation
Description

EDiSON

The EDiSONǎƻƭǳǘƛƻƴ ŜƳǇƭƻȅǎ /¢L{Ω wŜƳƻǘŜ 5ŀǘŀ 9ƴǘǊȅ ŀƴŘ tƘŀǊƳŀŎŜǳǘƛŎŀƭ 5ŜǎƪǘƻǇ ǎƻƭǳǘƛƻƴ ŎƻƳǇƻƴŜƴǘǎ ǘƻ ǇǊƻǾƛŘŜ 

secure access, using a Web browser, from any site where Novartis has contracted a clinical trial. It provides the 

medical personnel in the US and Switzerland with prompt, real-time notification and interpretation of clinical toxicity 

data from investigative sites around the world using a simple, secure Web browser connection. EDiSONallows inter-

patient trending of summary toxicity data across multiple early development studies. It supports dose escalation and 

modification decisions and enhances efficiency by permitting the on-going, direct monitoring of clinical trials data.

DCEG - Survey 

Management 

System (SMS) 

The Division of CancerEpidemiology Group (DCEG) - Survey Management System (SMS) was developed to conduct 
chronic disease and diet research in India. The focus of the study is to investigate the relation between diet and 
cancer in three locations (Delhi, Mumbai, and Trivandrum) which includes collection of detailed information on a 
variety of lifestyle factors, Indian diet, and evaluation of the follow-up and end-point ascertainment coverage. CTIS 
developed the information technology (IT) architecture and has used its solution components so that the information 
collected onsite in hardcopy could be transferred to NCI researchers. CTIS has coordinated setting up of the branch 
offices at the three study sites, as well as managed and hosted the data transfer to the NCI investigators. Additionally, 
CTIS has provided a portal-based dashboard that allows monitoring and evaluation, tracking and surveillance, training 
to NCI-DCEG staff and electronic data capture at source.
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CTRM Informatics Implementation Map 
(contd..)

Solution
Instance

Implementation
Description

cancer Bioinformatics 
Grid - caBIG

CTIS has been involved in developing and integrating various applications to be caBIG® compliant:
ÅDocu-MARTςThis application has been awarded the caBIG® Bronze Compatible Certification by National 

Cancer Institute Center for Bioinformatics (NCICB). 
ÅCTEP Enterprise Core Module (ECM) ςThis application has been awarded the caBIG® Bronze Compatible 

Certification by National Cancer Institute Center for Bioinformatics (NCICB). 
Å caAERS-AdEERSIntegration Services ςProviding services to integrate AdEERSwith caAERSapplication to 

submit Adverse Events. 
ÅCorrelation of Organizations, Persons, and Protocol Abstractions (COPPA) IntegrationςCTEP-ESYS 

services to integrate and share data with COPPA for details on Persons, Organizations, Contact 
Mechanisms and Protocols. 

Å JanusςCTIS developed a standards-based clinical data repository that utilizes an open source data model 
and provides a data collection and analysis repository for non-clinical (animal toxicology) and clinical trial 
data submitted for protocols as well as clinical outcomes data following the SEND and Study Data 
Tabulation Model (SDTM) standards. 

ÅFirebird- The Federal Investigator Registry of Biomedical Informatics Research Data (FIREBIRD) is a 
software application that supports electronic submission of clinical trial investigator information to trial 
sponsors and regulatory bodies. It helps remove paper-based latencies and infrastructure costs, allowing 
investigators to centrally maintain and manage all investigator registrations. 

ÅClinical Data System (CDS) ςIt is an independent and standalone data submission infrastructure 
(electronic) at NCICB to serve as the primary data submission system for NCI-sponsored clinical trials. Data 
is submitted via a Web-based interface. The system also provides a mechanism for data access by 
stakeholders including cancer centers, cooperative groups, and single institutions via a data analysis 
interface. This interface enables users to view and generate reports about various aspects of the clinical 
trial process. 
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CTRM Informatics Components Implementation 
Map
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CTRM Informatics Components Implementation 
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