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Josef H.von Rickenbach
Chairman

Association of Clinical Research
Organizations (ACRO)

As we mark the 20 Anniversary of JCROA, the CRO industry is in an era of global
expansion and healthy business growth. And it is fair to say that JCROA’s founding in
1994 and the spirit of CRO-sponsor cooperation that was established then helped set
the stage for the inauguration of the Association of Clinical Research Organizations,
representing the interests of global CROs, several years later, in 2001.

Since that time, ACRO member companies have grown their business operations glob-
ally, and Japan has become an increasingly critical part of the biomedical product devel-
opment enterprise. Continual growth in Japan’s clinical trial industry has allowed it to
emerge as a strong-hold for global technology and innovation. Not only is Japan the sec-
ond largest global healthcare consumer marketplace ,but it has developed the resources
and business environment that very much support bringing new innovations to market.

A glimpse of the CRO industry today sees an increase in activity around the world,
with emerging markets playing a larger role in development of pharmaceuticals, bio-
logics and medical devices. The globalization of clinical trials has accelerated over
the past decade, with a continuing expansion from the US, Western Europe and Japan
to new markets throughout Asia, Central and Eastern Europe and Latin America. New
and robust patient pools are allowing for better recruitment and efficiency in clinical
trials and the harmonization of regulatory systems has CRO’s excited about future
prospects. This includes entering into strategic partnerships with Japanese CRO’s to
bring new therapies and technology to Japan’s growing market.

Through improvements in infrastructure, Japan now offers advantages in the conduct
of clinical trials that did not exist a decade ago. With improved regulatory timelines,
and a growing surplus of experienced investigators, Japan is a thriving market for the
CRO industry. ACRO member companies have opened Japanese headquarters and
are growing their employee pools in the country to continue to sustain and expand
their Japanese business operations. This has contributed to a wealth of new employ-
ment opportunities for research professionals and has allowed ACRO members to
engage in Japan at the local level. Major American and European and biopharma-
ceutical companies are looking to Japan as a research hub and a growth market, and
increasingly, Japanese pharmaceutical companies are engaging with global research
partners as operations become integrated across continents.
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Japan has seen its role in clinical trials double since 2008 and it now represents the
world’s second largest pharmaceutical market. In 2001, when ACRO was founded, Japan’s
research market was characterized by lengthy trials, which led to increased expenditures
and a lag in new drug availability. Over the last decade, however, Japan has seen substan-
tial changes to its clinical trial industry, with strong backing from government, industry and
academia. Japan’s Ministry of Health, Labor and Welfare has made significant improve-
ments to reduce barriers to engagement in the country’s market by CRO's.

Today, the Japanese market is flourishing due to regulatory changes and support
from the MHLW. Meanwhile, challenging regulatory environments have created bar-
riers for CRO’s in other Asian countries, which has encouraged many ACRO mem-
ber companies to invest further in their already robust operations in Japan. With a
shortening regulatory applications process, CRO services have and will continue to
expand within the country. Standards and efficiency in the clinical trial process has
substantially improved over the last decade in Japan, eliminating barriers that once
hampered investment in their marketplace. Japan offers CRO’s a large patient pool
for clinical trials and a reasonable cost environment enables CRO companies to make
investments without financial impediments. Japanese CRO’s have undergone vast
improvements across the work spectrum in recent years, and they are seeing greater
success in recruitment, clinical supply chain management, quality assurance, data
analysis.

Japan’s reputation for high-quality research was demonstrated in an ACRO sponsored
study published in DIA Journal .| This quality speaks to the maturity of Japan’s medical
infrastructure, the dedication of its investigator community and diligent oversight of
the CRO industry.

Over the past 20 years, the combination of a robust Japanese CRO industry and the
efforts of global CROs to work hand-in-hand with their Japanese CRO and pharma-
ceutical industry partners has meant more efficient development of medical products.
And this translates into better therapies for patients in Japan and throughout the
world. This is the reason we are all in this business and the biggest reason we have for
celebration. On the 20* anniversary of the Japan CRO Association, ACRO congratu-
lates JCROA on its scientific, regulatory and ethical leadership and its commitment to
research and business environments that advance the interests of patients in Japan
and around the world.

Omedetogozaimasu.

Chairman of the Board and CEO, PAREXEL

' Desai, P, Anderson, C., & Sietsema, W. (2012). A comparison of the quality of data assessed using query rates,
from clinical trials conducted across developed versus emerging global regions. Drug Information Journal, 46(4),
455-463.
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