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Velos eResearch
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- Reports & Ad-Hoc Queries
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Velos eResearch Data Management

A configurable and easy-to-
use form designer leverages a
powerful, multi-organization
security infrastructure to
ensure a 21 CFR Part 11
compliant, scalable and robust
deployment, rapid study
setup, and controlled online
access for all participants.

At the heart of Velos eResearch Data
Management is a powerful form and application
designer. All data sets created with the form
designer are directly accessible in an integrated
ad-hoc query module, which in turn supports file
exports to SAS, Word, Excel, or third party
Business Intelligence applications. Specialized
query management and related reporting
capabilities enable online query identification,

communications, review, and resolution.

Form Designer and Library

Velos employs a structured library system for

management of forms, dictionaries, data

variables and their attributes. All library items
can be stored, searched, copied, reused, and
archived, and are controlled by access
privileges. Velos eResearch, in general, and
the form designer module specifically, is
designed for ease-of-use. Users do not need
specific programming skills to design electronic
case report forms (eCRFs). Internationalization
is supported in a number of ways ranging from
dictionaries to

incorporation of  specific

designing forms in different languages.
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Form Versioning

Form changes are tracked in the audit trail and
a history of the changes can be viewed at any
time. Each eCRF is available to be viewed,
printed (blank and completed) or edited, as
required, and the appropriate version is
presented to the user. Data entry into the
eCREFs is facilitated through the presentation of
the appropriate form for the corresponding
visits, and lockdowns can be performed at

several levels, e.g. form, patient or study.

Discrepancy Management

Numerous data items and edit checks can be
included in a form such as Multiple Choice
Fields, Edit Fields (Date, Text or Number),
Links,
checks range from those that can be applied

Comments, etc. Examples of Edit
on individual variables (e.g. number range,
mandatory flag), to those that work across
variables (e.g.
fields).

queries and prompts provide assistance in data

skip patterns or calculated

System-generated queries, manual

entry and help ensure good quality data.
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