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ABSTRACT

In recent years, the field of clinical research has
experienced significant developments and advancements.
The demand for high—quality and reliable data in clinical
trials has become increasingly critical. Clinical Data Man-
agers (CDMs) play a vital role in ensuring the integrity
and accuracy of clinical trial data. They collaborate closely
with researchers and various specialized professionals to
generate reliable data and outcomes. However, the aware-
ness and recognition of CDMs in Japan have been rela-
tively low. Moreover, the global certification exam for
becoming a Certified Clinical Data Manager (CCDM) of
Society for Clinical Data Management is conducted in
English, creating a language barrier for Japanese CDMs
trying certification.

To address these challenges, the Japanese Society

for Clinical Trial and Research (JSCTR) has taken the
initiative to develop a certification program specifically tai-
lored for CDMs in Japan. The program aims to enhance
the recognition and status of CDMSs by expanding the pool
of qualified professionals. Through the certification exam,
individuals will demonstrate their proficiency in applying
regulatory requirements and possess a comprehensive
understanding of clinical data management. Our program
will be designed in multiple stages, accommodating pro-
fessionals at different levels of expertise, from founda-
tional knowledge to advanced skills. By aligning with the
competencies defined by the SCDM and incorporating
guidelines such as the CCDM program and Good Clinical
Data Management Practice (GCDMP), JSCTR aims to
establish a robust certification program that promotes the
effective and safe utilization of clinical data.

JSCTR’s collaborative efforts with SCDM in the
certification system design not only focus on the technical
aspects but also consider the career progression and pro-
fessional development of CDMs. Through this compre-
hensive approach, JSCTR seeks to foster a skilled work-
force that can contribute to the advancement of clinical
development, providing more efficient and safe healthcare
outcomes while elevating the social status of CDMs in
Japan.
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