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Scientific Advice given by Member States 

Teriparatide 20 µg / 80 µl solution for injection in pre-filled pen 

Procedure No.: 

1. Written response received from RMS Germany on August 12, 2015 following Scientific Advise

meeting held on March 18, 2015 is copied below.

Main outcome of meeting is that if full comparative analytical characterization is provided,

equivalence of reference product Forsteo and Teriparatide 20 µg/80 µl formulation can be assumed

and a BE waiver can be granted taking into account the parental administration of product.

RMS position is also confirmed during discussion at CMD(h) meeting in June 2015.
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2. As stated above, this topic was also discussed during CMD(h) meeting in June 2015. Respective

excerpt of Meeting Minutes is copied below.

Main outcome of CMD(h) meeting is that an application for a product acc. to art. 10(3) [generic

application] is possible in case generic product contains a chemically synthetized peptide while

reference product contains a peptide from recombinant origin.


