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INTERNATIONAL WORKSHOP

The Role of the Biopharmaceutics Glassification System
and IVIVG in the Approval of Oral Drug Products

In March 1998, a workshop with the title *“The Role of the
Biopharmaceutics Classification Systenr and In Vitro-In Vive
Correlations in the Approval of Oval Drug Products™ will be beld in
Frankfurt, Germany under the co-sponsorship of AAPS and APV in
x'rJu;?(*r:HfrJH with CRS, EUFEPS and the FDA. This I:‘rJ."/;'.\'If'f.ip 15
intended to provide a forum for discussion of current thinking in the
FDA and the European regulatory anthorities and industry in vespect
to the requivements for bioequivalence studies and when in vitro tests
can be wsed as a surrogate for studies in mman. Stwilar to a previons
workshop held in Washington, D.C. in April, 1997, the first day will
Socus on appropriate study design and data analysis for implementing
the BCS and its relevance to bivequivalence studies. The second day
will focus on appropriate study design and data analysis for imple-
menting the BCS and achicving in vitro / in vivo correlations. The
thivd day will be devoted ro a discussion of the regulatory issnes, with

presentations by members of the 'DA on the curvent guidances in this
area as well as commentary on international perspectives and barnmno-
nization of vegulations from vepresentatives of key Furopean organi-
zations such as the Euvopean Medicines Evatwation Agency, WHO,
the German authorities (BfARM) and the Furopean Pharmacopeia.

The workshop Connmittee consists of Jennifer Dressman, Ph.D.,
Co-Chair (University of Frankfurt), Hans Lennernds, Ph.D., Co-
Chair (University of Uppsala), Gordon Amidon, Ph.D. (University
of Michigan), Lie Balant, Ph.D. (University of Geneva), Henning
Blume, Ph.D. (German Phavmacists” Central Laboratory), Robert
Gurny, Ph.D. (University of Geneva), Vinod Shab, Ph.D. (FDA),
amd Roger Willians, NLD. (FDA). We look forward ta providing a
forum for the participants to deepeir therr understanding of issies
impartant to bioequivalence and to Iroely discussion of application of
the BCS concepts on the European scene.
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‘M}HE N:

23-25 March 1998.

Wﬁkf;

Frankfurt/Main, Germany (Frankfurter Maritin Hotel)

Wa SHOULD ATTEND:

Industrial, academic and reju[az‘ogf sclentists war/m% with wmodels ﬁar" oral dmﬁ
aﬁmﬁpﬁm, these mpo:mb&e ﬁff' the dwefopmatf o/ dissolution tests for wse i wn!uatufj
me‘mulaﬁam cf compomuif witder dwa!oymem‘ and of dmﬁr a.lready on the market,

thase interested, i it vive/in vitro corvelation far oral druji products, and. those

responsible for the submission/evaluation of druﬁ product dossiers.

COST: AAPS, APV, (RS and. tndividual EUFEPS members 1,980 DM (about U4S§1200),
tcludes all wmeals, a reception and an L'nfmmnm package.
Now. weesscbers way participate at & rlt'gl’u‘{y /u'jiwr cost.

}OR BROCHURES AND REGISTRATION CONTACT:
APV, Kurfrstenstr. 59, 55118 Mainz, Germany
TEL: 49-6131-97 69-0

FAX: 49-6131-97 69-69

e-mail: 101602.23@compuserve.com
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