
CLI�ICALTRIALS I�ASIA:
DOUBLE-DIGIT GROWTH, MULTI-LI�GUALCHALLE�GES

Background

The cost of conducting clinical research in the U.S. is steadily escalating—in large part because of unsuccessful domestic
subject recruitment leading to costly time delays— forcing pharmaceutical and biotech companies to look abroad for solu-
tions.

In fact, 86% of U.S. clinical studies fail to recruit the required number of subjects on time, according to Thomson Center-
Watch statistics. As a result, many companies are currently outsourcing all phases of clinical research. Phase III clinical
trials, in particular, are increasingly moving to non-U.S. markets due to the increased demand for multiple trials and larger
subject pools (Gambrill, 2007).

If one considers that more than 40% of product development costs are incurred during the clinical trial process, this grow-
ing trend of outsourcing clinical research to countries where costs are dramatically reduced is understandable. Thus, many,
if not most, pharmaceutical and biotech companies are moving clinical trials abroad, and Asia is quickly becoming a pri-
mary region of choice.

WhyAsia?

The number of clinical trials in Asia has risen tremendously over the past few years. Between 2005 and 2006 alone, clini-
cal trials conducted in Asian-Pacific countries increased by 50% (Thomson CenterWatch, November 2007). In addition to
significantly lower clinical research costs, the region offers the advantage of a genetically diverse population of over 4 bil-
lion, many of whom have never been treated for their condition. Thus, subject recruitment is easily facilitated, and the en-
rollment requirements are more readily met.

Despite these advantages, outsourcing to Asia introduces new complications that must be addressed, including differences
in regulatory procedures, infrastructure, medical practices, language, and culture. Although some of these factors are well
understood, the importance of language is commonly underestimated.

A U.S. cancer research study involving Chinese-American subjects showed the importance of language and culture in the
success of subject recruitment (Cancer, December 15, 2005). Although English is considered a second language in the ma-
jority of Asian countries involved in clinical research, this is not so for many of the less educated subject populations.
Thus, even in those Asian countries where English is widespread, many language and cultural barriers still exist.

In addition, patient/physician relationships are traditionally different than in the West. Patients tend to unquestioningly
follow physician recommendations and physicians do not always reveal the potential risks to study participants. Thus,
poor translation methods and lack of localization strategy can ethically compromise the process of informed consent and
directly affect data interpretation. Although these issues can impede the successful completion of a clinical trial study,
they can be overcome to a large extent with proper clinical trial management. Moreover, as these countries improve their
regulatory environment, there is a greater incentive to overcome language barriers and gain a better understanding of cul-
tural differences.

Differences between Asian Countries

Awide range of government regulations and health care systems exist throughout Asia. Countries in the region can be di-
vided into three categories, based on the existing degree of development of these systems.
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Japan

The first category holds only Japan, whose regulations and quality of research are equivalent to Western standards. Al-
though Japan is the most established clinical trial market in Asia, the cost of research is comparably high due to very strict
government health care regulations, among other factors. Furthermore, despite the availability of infrastructure and tech-
nology in Japan, conversion to electronic data capture has been difficult. This is due to primarily to the fact that the
Japanese language, Kanji, contains more than 20,000 unique characters. Therefore, all regulatory documents must be
translated into Kanji, making language a major factor in this country. Thus, despite the quality of research in Japan, many
companies are looking to other Asian countries for outsourcing of clinical trials.

Taiwan, Korea, Singapore, Hong Kong

The second category includes Taiwan, Korea, Singapore, and Hong Kong. These countries have well-developed health
care systems, widely speak English as a second language (especially the educated population), and provide high-quality
clinical trial services at a lower cost than in the West (or Japan). Among these countries, however, language issues are
considerable. In Taiwan, although record keeping has switched primarily to English, 80% of the population speaks Man-
darin or Taiwanese (Min Nan). To complicate matters, while Taiwanese is the most widely spoken language, Mandarin is
the official written language. In Hong Kong, while English and Cantonese are official languages, Cantonese is spoken by
95% of the ethnic Chinese population, while English is spoken by only about one-third of the population.

India, China, and Southeast Asia

The third category includes India, China, and Southeast Asia. These health care systems are not as highly developed as
those of the wealthier Asian countries discussed above, but the cost of clinical trials and research is significantly less—
lower than 2/3 the cost of the West. In addition to cost, this region offers several advantages for conducting clinical re-
search.

India

Along with a large, diverse, drug-naïve population, India has a pre-existing pharmaceutical industry and has undergone
major changes in new drug patent legislation as well as improvements in government regulations. There is a strong IT
presence, and technologies for Electronic Data Capture are readily available. A wide range of diseases are prevalent in
India, including an emergence of diseases common in the West as well as a significantly large diabetes population. Many
Indian investigators are Western educated, and English is the nation’s unifying language, especially in urban hospitals.
Even in India, however, where English is the main language of communication, language can be a significant barrier.
Hindi is spoken by one-fourth of the population, and there are at least ten other languages spoken by more than 25 million
people each. Differences in spoken Eng

China

The number of clinical trials conducted in China increased 25% from 2004 to 2005, the largest reason being the ability to
recruit clinical trial subjects at a significantly lower cost. This is again due to the presence of large eligible populations.
China has one of the largest urban populations in the world, and is projected to be the fourth largest pharmaceutical mar-
ket by 2010. Other factors include the prevalence of disease-specific populations (such as cancer, cardiovascular, and res-
piratory diseases), formerly state-run health care centers, and well-educated investigators. Recently, studies conducted in
therapeutic areas such as cancer and hepatitis have met U.S. FDA approval. Presently all health care documents must be
submitted in Chinese, or Mandarin, the official language of China (850 million speakers). Other main languages spoken
in China include Wu (90 million speakers), Min (70 million speakers), and Cantonese (70 million speakers). Thus, in addi-
tion to the issue of record keeping in Mandarin, the barriers and complexities that these secondary languages present in
obtaining accurate data must also be taken into account. Medical practices such as acupuncture and herbal medicine, as
well as cultural attitudes affecting clinical practices, are also key factors in China.

www.LanguageConnections.com



Southeast Asia

Among Southeast Asian countries similar issues arise as there is a great diversity of languages and cultures in this region.
Presently Indonesia, Malaysia, Philippines, and Thailand are the most common locations for clinical trials in Southeast
Asia, with Malaysia being the most dominant. Approval processes in these countries are relatively quick, and hospital in-
frastructure and regulatory environments are gradually improving. Despite the prevalence of English as a second lan-
guage, generally only the educated populations in Southeast Asia speak English fluently. Other native languages include
Malay, Thai, Tagalog, Indonesian, and various other dialects of each respective country and region. Thus, the issue of na-
tive language translation and integration of cultural factors in clinical data management must once again be taken into ac-
count.

Conclusions and Recommendations

Clinical trials are being pushed across the globe into ascending markets such as Asia largely because of timely subject re-
cruitment and cost effectiveness in these regions. The benefits are clear; however, the challenges of conducting clinical
research abroad are complicated by the issue of language. Even with English as a dominant language in many countries in
Asia, important language barriers exist. Language and cultural differences that affect medical practices and data interpre-
tation must also be taken into serious consideration.

Multinational trials can be conducted successfully in Asia if these issues are addressed in the planning stages of research.
With a global trend to standardize regulatory practices, Asia will continue to provide a solution to the cost and recruitment
problem. Therefore, overcoming language and cultural barriers will play a key role in conducting quality clinical research
in this region. Accurate translation into multiple languages, along with an understanding of the complexities that different
cultures introduce, is becoming a growing necessity in conducting clinical trials abroad.
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