Accepted Manuscript % DRUG DISCOVERY
Title: Finding hidden treasures in old drugs: the challenges
and importance of licensing generics

Authors: Melek Simsek, Berrie Meijer, Adriaan A. van
Bodegraven, Nanne K.H. de Boer, Chris J.J. Mulder

PII: S1359-6446(17)30188-5
DOI: http://dx.doi.org/10.1016/j.drudis.2017.08.008
Reference: DRUDIS 2071

To appear in:

Please cite this article as: Simsek, Melek, Meijer, Berrie, van Bodegraven, Adriaan
A., de Boer, Nanne K.H., Mulder, Chris J.J., Finding hidden treasures in old
drugs: the challenges and importance of licensing generics.Drug Discovery Today
http://dx.doi.org/10.1016/j.drudis.2017.08.008

This is a PDF file of an unedited manuscript that has been accepted for publication.
As a service to our customers we are providing this early version of the manuscript.
The manuscript will undergo copyediting, typesetting, and review of the resulting proof
before it is published in its final form. Please note that during the production process
errors may be discovered which could affect the content, and all legal disclaimers that
apply to the journal pertain.


http://dx.doi.org/10.1016/j.drudis.2017.08.008
http://dx.doi.org/10.1016/j.drudis.2017.08.008

Finding hidden treasures in old drugs: the challenges and importance

of licensing generics

Melek Simsek", Berrie Meijer!, Adriaan A. van Bodegraven'?, Nanne K.H. de Boer! and Chris J.J.

Mulder?

!Department of Gastroenterology and Hepatology, VU University Medical Center, Amsterdam, The

Netherlands

’Department of Gastroenterology, Geriatrics, Internal and Intensive Care Medicine (Co-MIK),

Zuyderland Medical Center, Heerlen-Sittard-Geleen, The Netherlands
*Corresponding author: Simsek, M. (m.simsek@vumc.nl).

Highlights:

e The successful repositioning of a generic drug for a new indication
e Obstacles in and suggestions for a European generic drug regulation
e Differences between American and European generic drug regulation

e Own primary data on drug prescriptions before and after license approval

Teaser: Drug rediscovery comprises an emerging but challenging field in the area of drug development.
A regulatory procedure for the repositioning of generic drugs is warranted, as illustrated by the case

of thioguanine in The Netherlands.

Identifying new indications for existing drugs creates new therapeutic options while bypassing much
of the costs and time involved with bringing a new drug to market. The rediscovery of a generic drug,

however, is a challenging pursuit because there is no formal regulatory approach and a lack of
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