Karin Liltorp, Pharmaceut Anal Acta 2014, 5:3

@
nl Ilc s Y; http://dx.doi.org/10.4172/2153-2435.51.022

Conferences

Accelerating Scientific Discovery

4™ International Conference and Exhibition on

Pharmaceutics & Novel Drug Delivery Systems

March 24-26, 2014 Hilton San Antonio Airport, San Antonio, USA

A rational approach to polymorph screening based on risk assessment: Regulatory guidelines versus
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olymorphic forms have different physicochemical properties that might have significant impact on the intended use of the

material - and according to regulatory guidelines a “polymorph screening” should be performed to ensure control of the
pharmaceutical compound. However, nothing is stated about the extent of the screening - and as only imagination sets the
limits for possible experimental procedures, this screening can be quite time-consuming and expensive. Thus, in many cases
such a screening is postponed until later development in order to avoid unnecessary expenses.

A case study is presented where 5 of 6 reported polymorphic forms were found using a very basis experimental setup. The
experimental conditions were chosen in order to increase the possibilities of different crystal formations. It is demonstrated
that a quite simple set-up might be sufficient in order to find the more “probable” crystal formations - and performing such a
basic polymorph screening in very early development highly reduces the risk for failure in later development.
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