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Guiding Principles on Reasonable Agreements
between Patient Advocates and Pharmaceutical Companies

— Translation of the materials and its potential for future application —
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Abstract

Along with the accelerated development of pharmaceuticals worldwide, patient centricity has become
of paramount importance in identifying unmet medical needs right from the beginning to maximize patient’s
voice, adopting their input for developing strategy and designing clinical development, and ultimately using
post-marketing management of the approved products including their health technology assessment.

The active development of communication between the industry and patient advocacy organizations
overseas already proved to have successful outcomes in new drug development and access to medicines.
However, Japan has been way behind due to a number of reasons such as its unique health services system,
relationship between doctors and patients, and rules and regulations to prohibit direct communication
between the industry and the patients. To facilitate better communication, a project in the European Union,
led by Myeloma Patients Europe on behalf of the Workgroup of European Cancer Patient Advocacy
Networks (WECAN), in close partnership with Patient Focused Medicine Development (PFMD), has
developed a series of investigations and discussions that resulted in many guiding principles open to
anyone interested. Taking this opportunity, we translated guiding principles on reasonable agreements
between patient advocates and pharmaceutical companies for Japanese users. We also analyzed their
similarities and differences compared to Japanese industry guidelines.

Despite calls to promote patient and public involvement (PPI) in drug development, it is not easy to
achieve a current status as the one overseas, not only because of the delayed development of patient
advocacy organizations and citizen’s group in Japan but also because of regulatory restrictions and
perception on the industry side.

We believe that our translated principles as explicit documentation of agreements in standard format
should help all stakeholders to clarify their communication and agreement and contribute to promote
patient engagement in Japan.

Key words
patient engagement, patient and public involvement (PPI), guiding principle, patient advocate, drug
development
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