Online knowledge management and e-Learning

Industry: Clinical research

Business Objective: Self paced online training program for new hires

Background: Client had significant temporary staffing needs. These new hires needed to be
brought up-to-speed quickly with the details of clinical trials

Solution overview: A simple e-learning tool was created that indexed various topics and
enabled users to learn materials in a self-paced manner.

Services rendered:

- Functional specs documentation

- Software system design and development
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What are Clinical Trials

Any investigation in human subjects intended to discover and or verify the clinical, pharmacological, and/or
other pharmacodynamic effects of an investigational product(s) and/or to study absorption, distribution,
metabolism, and excretion of an investigational product(s) with the object of ascertaining its safety and/or
efficacy.

ICHEG 1.12

» Clinical Trials are part of the Drug Development Process.
« Trials are conducted on Humans Volunteers to evaluate safety and efficacy of new drugs.
= Trials are conducted in accordance with GCP and Pre-approved Protocol.

A "clinical trial" (also called "clinical research”) is a study conducted to evaluate a drug in human vohmteers to answer specific health questions.

International Conference on Harmonization (ICH) Good Clinical Practice (GCP), a globally accepted regulatory guidelines for the conduct of clinical trials, defines Clinical
Trial as:

"Any investigation in human subjects intended to discover and or verify the clinical, pharmacological, and/or other pharmacodynamic effects of an investigational product(s)
and/or to study absorption, distribution, metabolism, and excretion of an investigational product(s) with the object of ascertaining its safety and/or efficacy”.

Clinical trials are part of the Drug Development Proce:

d contribute significantly to the evolution of a drug. Carefully conducted clinical trials are the fastest and safest
way to find treatments that work in people and w:

o improve health.

Clinical trials are conducted on volunteer human subjects to evaluate safety and efficacy of new drugs, medical devices, biologics, or other interventions for Human use.

Clinical trials are conducted in accordance with Good Clinical Practice (GCP).
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