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Bovine gelatine: Japanese requirements for bovine gelatine are divergent from 
the OIE TAHC (World Organization for Animal Health - Terrestrial Animal Health 
Code) and do not allow the use of raw materials from certain countries or 
regions, such as the EU, whereas the OIE TAHC does not prohibit the trade of 
this type of gelatine. It it is now easier to import beef product to Japan, and 
therefore bovine gelatine for food purposes. However, market access for bovine 
gelatine for pharmaceuticals is not yet 100% granted.  
 
Definition of polymers: The definition of polymers in Japan is not fully aligned 
with the OECD definition, hence leading to different classification and 
sometimes new/additional registration requirements. This is consequently time 
and money consuming. 
 
Site Accreditation: A site accreditation is necessary only for non-domestic 
manufacturers of pharmaceutical ingredients in Japan, increasing the 
administrative and cost burden for foreign manufacturers. 
 
Registration of new chemical substances: Extensive and detailed clarification is 
required by the Japanese authorities for the registration of new chemical 
substances. This leads to excessive time to market for new product registrations 
of up to more than three years. However, both the EU and Japan apparently 
agreed, in the context of the FTA talks, not to deviate from international 
standards regarding chemical testing requirements for the registration of new 
substances. While this is a positive sign, the follow-up of this agreement must 
be ensured. 
 
Maximum residue levels (MRL’s): MRL’s are the legal maximum level of a 
certain plant protection product in or on a specific crop. MRLs vary from country 
to country and can cause barriers to trade. In the case of Japan three issues are 
especially critical: bureaucratic and time-consuming process to establish MRL’s 
in Japan; differences in the definition of MRL’s, and; international standards are 
also not always taken into account in case of trade disputes. However, Japan 
apparently agreed, in the context of the FTA talks, to establish specific deadlines 
to establish MRL’s, and is revising MRL standards for conformity with 
international standards. While these are positive signs, we must ensure the 
follow-up of these improvements. 
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