
5-ALA is attracting attention  
at academic conferences
SBI Pharmaceuticals engages in the development of pharma-
ceuticals, health foods and other products utilizing the amino 
acid, 5-aminolevulinic acid (5-ALA). Various research projects 
concerning 5-ALA are being conducted at more than 90 uni-
versities and hospitals in Japan and abroad, and the company 
plans to continue expanding this research network. 
 Examples of research and development involving 5-ALA 
include research on malaria at the University of Tokyo and the 
U.K.’s National Institute for Medical Research, research on 
metabolism improvers and diabetes at Kyoto Prefectural 
University and the University of Hawaii, and research on 
cancer diagnosis at the Tokyo Institute of Technology.
 5-ALA is also attracting attention at academic confer-
ences. The 5-ALA and Porphyrin Research Society, an orga-
nization founded in May 2011 by researchers of porphyrin 
and 5-ALA, whose chairman is Professor Emeritus Ichiro 
Okura of the Tokyo Institute of Technology, has already held 
three symposiums.

 In addition, a session concerning 5-ALA was held at the 
7th World Congress on Prevention of Diabetes and Its 
Complications, held in November 2012 in Madrid, Spain. 
 In the Middle East, SBI Pharmaceuticals has made 
Bahrain its base of operations and plans sequential develop-
ment of 5-ALA related businesses, such as drug creation, clini-
cal research, manufacturing, and exporting. The reason for the 
emphasis on the Middle East is that Bahrain and other coun-
tries in the Middle East have an extremely high prevalence of 
diabetes patients, of three to four times that of Japan.
 For this reason, diabetes treatment is a pressing issue, and 
in clinical research into diabetes involving 5-ALA, SBI 
Pharmaceuticals plans to begin multiple clinical research proj-
ects in collaboration with medical and research institutions, 
including the Bahrain Defense Force Royal Medical Service 
Hospital and Arabian Gulf University. The company is also 
cooperating with the Royal College of Surgeons in Ireland - 
Medical University of Bahrain and KING HAMAD 
UNIVERSITY HOSPITAL, concerning clinical research into 
photodynamic diagnosis of colorectal cancer using 5-ALA.

Projects in the pharmaceutical sector are 
underway in countries around the world
A number of projects are underway in the pharmaceutical 
sector in countries outside the Middle East as well, including 
development of a therapeutic agent for anemia in the U.K. and 
the U.S., contracted out to a contract research organization 
(CRO). In Phase I clinical testing (a safety trial) in the U.K., an 
administration trial has been completed and a report is being 
prepared. In Phase II clinical testing, scheduled to begin in the 
third quarter of FY2013, the company is considering applica-
tions for clinical trials for development as a pharmaceutical 
agent in multiple fields, including as a therapeutic agent for 

anemia. Once Phase II testing begins in the U.K., the com-
pany plans to begin clinical testing in the U.S., starting with a 
Phase II trial. 
 SBI Pharmaceuticals is also making steady progress in 
obtaining approval from the regulatory authorities in a 
number of countries for health foods containing 5-ALA, in 
preparation for sales channel expansion.
 Approval has been obtained for the sale of the health 
food NatuALA ONE from the local authorities in Bahrain and 
the UAE. Preparations are underway for the establishment of a 
joint venture company to sell 5-ALA products with Dawani 
Group Holdings, a major local distributor in Bahrain, as well 
as developing a sales structure in the UAE.
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 SBI Pharmaceuticals plans to accelerate business devel-
opment in Asia as well as the Middle East. In the Philippines, 
it has obtained a certificate of product registration for 
NatuALA ONE from the local authorities with plans to begin 
sales within 2013, with a local partner that has a network of 
physicians. Preparations are proceeding to establish a joint 

venture company to sell 5-ALA products in China, and discus-
sions are underway for the development of the 5-ALA busi-
ness with major local pharmaceutical companies in South 
Korea, Malaysia, India and Indonesia.

BI Pharmaceuticals’ Bahrain Representative Office was established in October 2012 
to develop the sales of 5-ALA related products in the Middle East, conduct clinical 

trials in cooperation with universities, and eventually establish a 5-ALA production base. 
Although merely leading an ordinary life in an Islamic country, where the culture and life-
style is completely different from Japan, can be challenging, in the office, which consists of 
local employees with different work experiences and expatriate Japanese, all work 
together with the shared aspiration of popularizing 5-ALA in the Middle East, and this is 
highly stimulating. In such an environment, I hope to make some small individual contri-
bution to the entire effort.

Yusuke Asama
SBI Pharmaceuticals 
Bahrain Representative Office

VoiCe

40% investment in Chinese 
bio-venture Yian Biotech

China

•   After the conclusion of a Phase Ⅰ clinical trial for a 
drug of 5-aminolevulinic acid hydrochloride to treat 
cancer chemotherapy-induced anemia in the U.K., 
planning start of a Phase Ⅱ study in the U.S.

•   In the U.S. study on 5-ALA in relation to diabetes is 
in progress in the University of Hawaii

U.S.

Bahrain

German

Started a Phase Ⅰ clinical trial for 
a drug of 5-aminolevulinic acid 
hydrochloride to treat cancer 
chemotherapy-induced anemia

U.K.

20% investment in photonamic, 
a subsidiary of German drug 
company, medac GmbH

Started a clinical research in collaboration 
primarily with the Department of Diabetes at 
Bahrain Defense Force Royal Medical Service 
Hospital, the Arabian Gulf University Hospital
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