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» Quintiles helps to improve healthcare worldwide by
providing a broad range of professional services,
information and partnering solutions to the
pharmaceutical, biotechnology and healthcare industries
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» Saves a lot of work for the investigative sites
» Reduces checking as no room for human error



Clinical Research Regulations

Clinical Research very highly regulated
Summary of FDA Good Clinical Practice:

Multiple regulations/requirements

Consider that data used for Healthcare decisions
should be equally high quality as it is also
potentially life affecting



Small Study - Possible

Sponsor = Pharmaceutical Company
Trial Management = CRO

1 investigator site using a commercial EHR
system

Several proof of concept studies

1 to 1 transfers between EDC system and EHR
system

Unfortunately....



» Costs are prohibitive
» Time needed also prohibitive

» Data from many current EHR systems is not acceptable
to Regulatory Authorities for research purposes



» Secure log in process
» Individual accountability for data
» Audit trail

» openEHR
» Archetypes



However, there is huge potential in improving
the options available to healthcare providers if
we can join Clinical Care and Clinical Research
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» Easier to perform clinical research
> More investigative sites may be available

> More predictable recruitment curves

» Reduced time to bring new drugs to market
> Less expensive/more options



» Anonymous on the way out of the EHR

» Tied back to the correct patient on the way back into the
EHR
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