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REVIEW OF OFF-LABEL APPLICATIONS IN ORDER TO IMPROVE THE USE

T. Gémez Lluch, P. Nieto-Sandoval Martin de la Sierra, E. Zamora Ferrer, MD. Fraga-Fuentes, T. Sdnchez
Casanueva, JC Valenzuela Gamez, MC Conde Garcia.

Pharmacy department. Hospital General La Mancha Centro. Alcidzar de Juan. Ciudad Real (Spain)

Nowadays in hospitals it is more frequent to use To analyze the applications for off-label use of drugs, done in
drugs for a different use than the ones mentioned a third level hospital with the aim of reviewing their approval
in the summary of product characteristic. procedures and to set up the measures to improve their use.
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An observational and retrospective study was carried out for the applications of
off-label use drugs applied from January 2010 to September 2014. A case report
form was designed using the variables: drug, therapeutic use, department,
OCEBM 2011 levels of evidence and type of approval (approval, conditional
approval, and non-approval).

The drugs requiring a protocol approved by hospital Pharmacy and Therapeutics Committee
were excluded.
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Results

128 applications for 59 different therapeutic uses;
v 117 (91.4%) were approved, from which 16 were conditionally approved due to the low level evidence of studies.

» 11 applications were denied, for 2 of which another therapeutic use was suggested and accepted.
The most of the applications were done for:

= Rituximab; 24 applications (18,7%), for 16 different therapeutic uses;

= Omalizumab; 10 applications,(7,8%);

= Bevacizumab and Tacrolimus, both of them with 7 (5,5%) application each.

The departments with more applications were Oncology and Haematology (24 applications, 18.7%), Neurology (19
applications, 14.8%), Internal Medicine, Ophthalmology, y Allergology departament, with 10 applications.

For most of the applications, physicians took into account studies with low evidence (case-series studies, follow-up
studies and no randomized), level of evidence 3-4.

Due to the high number of applications for different therapeutic use and the low evidence of these, it is

necessary to review the criteria for their approval and to follow up their compliance in order to guarantee their
correct and efficient use.
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