Clinical Operations

T H E C HALLENGE
Managing studies across multiple countries can be a headache when it comes to
country-specific requirements. Each country can have different rules and regulations,
not to mention differences in cultural business norms. Considering the global nature
of today’s clinical trials, it’s impossible for every person to know everything about
every country. Pharmica was approached by a client that was looking for a way to
catalog its organizational knowledge in a centralized and easily accessible fashion so
employees would have a definitive source of this crucial information.

H OW P HARMI CA H ELPED
It was clear that several categories of information varied from country to country,
including those vital GxP areas of clinical, regulatory, and safety. After collecting and
categorizing this vast body of corporate knowledge, Pharmica honed in on a solution:
a dynamic form, broken down into specific functional areas, streamlining the
collection of country-specific information and storing it in a central location. Finally,
a procedure was developed to help collect and classify this information, making sure
to capture relevant information related to these country-specific categories.

L AS TI NG R ESULTS & R ELATI ONSHI PS
With the Pharmica solution in place, anyone working with an unfamiliar country
could now simply browse to the form for that country and have the information
readily available within seconds. This process was designed to be flexible and
efficient, allowing users to update information or add further detail over time. This
frees up study teams to focus on their work, rather than wasting time searching for
information or, worse, having to redo or resubmit country-specific documents, thus
causing study delays.
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When it comes to
implementing technology,
“build it and they will
come” only works in the
movies. At Pharmica we
understand the delicate
balance which must be
managed when you bring a
new tool in house. We
help our clients work
through tradeoffs in how
and when it makes sense
to change the tools and
when to tweak how you’re
working with them. With
Pharmica, when it comes
time to “Go Live” you can
breathe easy knowing
you’ll get the results you
dreamt of.

