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Since last year, Nobelpharma Co., Ltd. (Nobelpharma) has been supporting the BK-SE36/003

study conducted by a consortium consisting of the Research Institute for Microbial Diseases
(lead by Prof. Toshihiro Horii), and European Vaccine Initiative and Centre National de
Recherche et de Formation sur le Paludisme. This study is designated as a proof of concept for
this product. During the study, the follow up period was extended in order to ensure 1-year
efficacy and safety of the product. Thus far within this fiscal year, all prescribed activities of the
clinical phase in this study have been completed (i.e., vaccination efficacy and safety follow-up,
the last visit of the last subject) with no particular safety concerns.

It is known that the immune response has been augmented by adding an immunostimulant
called an adjuvant to the vaccine. In regard to BK-SE36, immune response had been stimulated
by adding CpG as adjuvant, and high protective efficacy is anticipated by adding the adjuvant to
the BK-SE36 vaccine. Subsequently, support for the Phase Ia NPC-SE36/001 study conducted by
the consortium noted above was started. Document preparation for clinical trial application has
begun, thanks to grants from Promoting Project for Drug Development + Implementation
Supporting Project by AMED.

Clinical trials in the USA and/or EU sponsored by Nobelpharma, using the BK-SE36 malaria

2



vaccine are being planned. The sites, chosen considering their experience and actual
performance, have high potential to conduct such an advanced study, which will be an advanced
trial to certify safety and protective efficacy of the BK-SE36 vaccine in healthy volunteers.
Nobelpharma has begun to contact candidate sites.

We sent a request for a Pre-IND meeting to the FDA to discuss a developmental plan for
BK-SE36, including these clinical trials. As a results of these discussions, we will send another

request for a Pre-IND meeting to the FDA, after fixing clinical trial plans in the USA and EU.
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