The EMA and DG SANCO affirm that they have the authority to protect non-public
information, including confidential commercial information, provided to their officials or
representatives by the MHLW or PMDA, and will protect such information as information
not to be disclosed under Article 4.l(a) of Regulation (EC) No 1049/2001. The EMA and DG
SANCO understand that the MHLW and PMDA consider it crucial that this non-public
information be protected from disclosure; otherwise, it could endanger the international
relations between the Participants.
Similarly, the MHLW and PMDA affirm that they have the authority to protect non-public
information, including confidential commercial information, provided to its officials or
representatives by the EMA or DG SANCO and will protect such information as information
not to be disclosed. MHLW and PMDA understand that the EMA and DG SANCO consider
it crucial that this non-public information be protected from disclosure; otherwise, it could
endanger the international relations between the Participants. The EMA and DG SANCO
understand that "confidential commercial information" includes information referred to in the
Japanese Act on Access to Information Held by Administrative Organs (Act No.42 of 1999)
and in Regulation (EC) No 1049/2001.
This arrangement is applicable for a period of five years with tacit renewal for subsequent
periods of five years.
DG SANCO and the EMA should be obliged if MHLW and PMDA would acknowledge
receipt of this letter and confirm that this letter and your reply constitute the arrangement set
out above between our services.
This arrangement does not intend to create rights or obligations under international law.
We look forward to furthering cooperation on the basis of this arrangement allowing for the
sharing of non-public information and to continuing cooperative activities to further enhance
the relationship between MHLW, PMDA, the EMA, and DG SANCO, in the best interests of
public health.

Guido Rasi
European Medicines Agency
Executive Director
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