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FOREWORD

Foreword
Capturing the vitality and diversity of the Asian pharma sector in a few hundred 
words is close to impossible, but we hope that the breadth and depth of content 
for the Scrip Asia 100 this year will give readers a sense of both these attributes. 

Our corporate rankings illustrate the steady emergence of companies in China 
in sheer size terms but also R&D spending. More are shifting toward in-house  
innovative research in the pursuit of competitive advantages at home and 
abroad – something shared on a smaller scale with their counterparts in South 
Korea, already a global powerhouse in biosimilars, helped by manufacturing 
economies of scale.

While the emergence of Hong Kong as a new regional hub for biotech listings 
is being helped by relaxed rules for pre-revenue firms, it remains too early to 
judge success, and the first companies floating there have seen mixed share 
performances, amid some predictions that Nasdaq in the US will remain the 
preeminent bourse for the sector.

Therapeutically, oncology clearly remains the dominant theme, driven by ap-
provals of multinationals’ new therapies across the region, and increasing home-
grown research in the field in the major markets.  

But continued pricing pressures in Japan, driven by a health care-consuming 
aging population, and higher-priced new therapies, mean higher hurdles for 
the granting of premium prices, an outlook reflected elsewhere as countries 
look to balance access and affordability. With the roll-out of the massive “Modi-
care” health scheme, India will face similar issues. 

The past year has also been marked by massive regulatory activity in China, as 
new bodies and regulations were formed and new drug development encour-
aged, and Korea has taken steps to increase clinical development and account-
ing transparency. 

On the business side, intra-Asian connectedness between companies remains 
nascent but growing as regional markets create new opportunities and firms 
look to plug pipeline, technology and product gaps – further escalation of the 
US-China tariff war may well catalyze such moves.   

Against a background of multiple regulatory moves to support rare disease, or-
phan and regenerative medicines, if there is one overriding message to distill, it 
is that innovation – and the demonstration of the value of this, to both patients 
and health care systems – has never been more critical.

 Ian Haydock 
 Editor in Chief 
 Asia Pacific
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Oncology Clinical Trials in APAC
Martin Lachs, PhD, VP, Project Management, Oncology and 
Hematology, Clinical Research Services, ICON plc

Mary Pan, VP, General Management and Business Development, 
Head of Asia Pacific, ICON plc

INTRODUCTION
Although Asia Pacific (APAC) is sometimes referred to as a homog-
enous unit, it is a heterogeneous region, with divergent countries, 
languages, populations and cultures. The main pharmaceutical mar-
kets, Japan, China, South Korea, Taiwan and Australia, have different 
business, labor and regulatory environments, so the characteristics 
of clinical development also differ. Clinical research in APAC is very 
well established, with high-quality research infrastructure, and some 
Centers of Excellence have leapfrogged the West, especially in IT 
and equipment. Many multinational pharmaceutical companies and 
CROs have been in the region for more than 20 years, so there is a 
great depth of experience to draw on. In terms of the value of the 
pharmaceutical market, China and Japan are second and third in the 
world, respectively, after the US, which reflects their importance in 
the overall global market. In this article, we review some of the char-
acteristics of clinical research in APAC and some of the factors affect-
ing it, particularly in oncology.

RESOURCING AND OPERATIONS
With a large domestic pharmaceutical market and many local com-
panies as well as a substantial international presence, China has a 
large population of clinical-trial professionals, many of whom are 
graduates with good English language skills and a high level of ex-
pertise. From a resource perspective, its labor market is fairly fluid 
due to high demand for experienced professionals and people tend 
to move freely between companies. In contrast, in Japan, the labor 
market is much more constrained as there is a shrinking population 
and the worst labor shortage in 25 years, especially in health care, 
making it difficult to attract new staff.  These challenges have seen 
CROs and pharmaceutical companies investing in graduate recruit-
ment programs to train and increase the talent pool for the industry. 

From a quality perspective, it is important not only to have rigor-
ous good clinical practice (GCP)-compliant systems and processes 
in place but also to ensure that staff turnover is low. Some of the 
challenges in resourcing and operations for multinational pharma-
ceutical companies are being driven by the tremendous growth in 
the market, which has increased by around 20% per year in the last 

three years, with the majority of the growth in oncology. A gradu-
ate recruitment program can help companies to keep up with the 
increased demand for staff, and oncology-specific training is a key 
part of any program. This is particularly important because, in opera-
tional terms, oncology trials tend to be more complex than those in 
other therapeutic areas. In Japan for example, one clinical research 
associate (CRA) could be assigned to six study sites on average but 
for an oncology trial it may be only three sites due to the additional 
complexity involved.

SITE ACCESS AND DATA QUALITY
Compared with Europe and the US, there is a much greater spectrum 
in APAC in the ease of site access, particularly for oncology trials. For site 
access across APAC, potential bottlenecks are not due to patient access 
but rather the time investigators and study coordinators have avail-
able to conduct clinical studies, and oncology study sites are especially 
busy. In response to this, China sites have tended to lean on support 
from site management organizations (SMOs), and regulatory changes 
implemented in 2017 have increased the number of potential study 
sites from a few hundred to more than a thousand. The regulatory en-
vironment in China is continually evolving and improving because of 
efforts by the government and there are early signs of improvement 
in regulatory processes and study start-up timelines. In Japan the site 
time restriction has translated to a heavier burden on CRAs. 

The percentage of European Medicines Agency (EMA) critical find-
ings and US Food and Drug Administration (FDA) official actions 
taken during inspections in Asia is lower than in North America, re-
flecting the high standard of international compliance. China is a key 
country for clinical trials, which is a reflection of the skills base that has 
been built up and the clinical experience that has been developed, 
particularly in immune-oncology and leading-edge adoptive cellular 
therapies (ACTs). Japan has a well-developed and long-established 
pharmaceutical market that aids the provision of high-quality data. 

Australia also has a long-established clinical research industry and 
a wealth of experience in oncology, with very experienced research 
teams. Standards of care are much more closely aligned with those of 
Europe than other APAC countries. The lack of significant regulatory 



barriers is an advantage particularly for Phase I studies. Site access is 
very good, but with a population of only about 25 million, resources 
are more limited, particularly from an oncology perspective.

PHASE I ONCOLOGY TRIALS
Throughout the region, it is important that pharmaceutical compa-
nies generate Phase I data in Asian populations. In all countries, the 
infrastructure is good and there are academic sites with expertise in 
running Phase I trials. Global pharmaceutical companies wanting to 
market a drug in APAC need to demonstrate key pharmacokinetic 
(PK) and pharmacodynamic parameters in an Asian population, par-
ticularly Chinese or Japanese populations. In recent years, there has 
been an increasing willingness for regulatory authorities to accept 
Phase I data generated in another country with appropriate bridging 
data (PK and pharmacogenomics). 

In oncology, the pharmacogenomic profile of the Asian popula-
tion is an important factor that further necessitates the requirement 
for Phase I data in local populations. One example is the genetic poly-
morphism for P450 enzymes that can lead to substantial variation in 
drug PK in different populations.

IMMUNO-ONCOLOGY
Immuno-oncology is the big growth area both globally and in APAC. 
In adoptive cell transfer (ACT), of which chimeric antigen receptor 
T-cell therapy (CAR-T) is a major component, the number of studies 
ongoing in China, over 140, exceeds that in the US, although to date, 
the majority of these have been investigator-initiated studies. This is 
now changing with an upturn in studies sponsored by Chinese com-

panies. The development of immune checkpoint inhibitors is well 
established in all APAC countries. Until fairly recently, most of the tar-
get indications for ACT have been hematological cancers but this is 
now expanding to sarcomas and solid tumors, a development that is 
also likely to be seen in China. ACT clinical trials are highly complex 
logistically, and so require an appropriate base of experienced staff to 
facilitate high-quality studies and minimize risks to patients associ-
ated with these therapies. Antibody drug conjugates (ADCs) are also 
a significant area of research, but currently there is less of a focus in 
this therapeutic area in APAC than in the US.

SUMMARY
Clinical research has been well established in APAC for more than 20 
years and the region will continue to be a major focus for multinational 
pharmaceutical companies in the future. Oncology and immuno-oncol-
ogy are important areas of research in the region, with China in particular 
being a key country for ACT studies, and this trend is likely to continue.

The size and significance of the APAC market and the needs of its 
populations make clinical trials, on the cutting edge of oncology de-
velopment, an attractive investment. ACT is just one noteworthy ex-
ample. Although heterogeneous, in general the region has a robust 
evolving regulatory framework and the ability to track changes and 
regulatory developments, particularly with regard to gene and cellu-
lar therapies, will be important. APAC has a strong medical oncology 
community but it requires a level of attention to navigate it success-
fully. Access to resources to operationalize clinical trials also varies 
significantly between countries and therefore bespoke strategies are 
often required in the different constituent nations. 
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1Excludes royalties
2From annual report and Edward’s geomodel
3Excludes contracts
4Excludes royalties
5Excludes royalties
6Health care segment
7Formulations business
8Formulations are 71% of revenues

9Modernized Chinese medicines and chemical medicines
10Ethicals drugs only
11Pharmaceuticals segment
12Pharma is 86.2%
13Excludes nutrition segment
14Health care segment, excludes critical care
15Generics + Branded generics (91% of sales)
16Pharma = Artz, Clenafin, Lipilid, generics

RANK COMPANY
2017 PHARMA 

SALES ($M)
CHANGE FROM 
2016 ($ BASIS)

1 Takeda 15,282.9 5.9%

2 Astellas 11,732.3 -7.0%

3 Daiichi Sankyo 8,663.5 -1.3%

4 Otsuka Pharmaceutical 6,909.3 -0.2%

5 CSL1 6,616.2 12.0%

6 Eisai 5,414.1 11.1%

7 Sun Pharmaceutical 4,097.6 -9.0%

8 Mitsubishi Tanabe Pharma 3,914.5 0.4%

9 Sumitomo Dainippon Pharma 4,212.1 24.5%

10 Kyowa Hakko Kirin2 2,460.5 1.6%

11 Lupin3 2,397.8 1.2%

12 Dr Reddy’s 2,203.1 5.1%

13 Cipla 2,328.5 16.5%

14 Ono Pharmaceutical4 1,857.7 -5.7%

15 Santen Pharmaceutical 2,029.6 20.3%

16 Shanghai Fosun Pharmaceutical Group 1,930.0 24.5%

17 Nichi-Iko Pharmaceutical 1,486.2 -1.1%

18 Meiji Holdings 1,519.4 2.3%

19 Zhejiang Hisun Pharma 1,550.7 5.8%

20 Shionogi5 1,256.0 -13.5%

21 Teijin Pharma6 1,401.9 3.4%

22 China National Pharmaceutical Group 1,833.618531 38.2%

23 Glenmark Pharmaceuticals 1,407.6 15.0%

24 Humanwell Medicine 2,264.4 88.2%

25 Cadila7 1,577.5 34.7%

RANK COMPANY
2017 PHARMA 

SALES ($M)
CHANGE FROM 
2016 ($ BASIS)

26 Aurobindo8 1,785.2 57.1%

27 Sawai Pharmaceutical 1,516.4 35.7%

28 Sino Biopharmaceutical9 1,843.9 81.0%

29 Kyorin 998.3 -0.9%

30 Hisamitsu 1,296.9 29.3%

31 Green Cross 1,128.5 26.8%

32 Taisho Pharmaceutical10 823.4 -6.8%

33 Japan Tobacco11 933.7 16.5%

34 Towa Pharmaceutical 843.0 7.9%

35 Hanmi Pharm 810.8 6.6%

36 Mochida Pharmaceutical 910.4 21.2%

37 Chong Kun Dang 782.3 9.1%

38 Maruho 775.0 11.0%

39 Nippon Shinyaku11 788.7 21.7%

40 Kissei13 633.5 1.5%

41 Asahi Kasei Pharma14 1,208.1 93.9%

42 Torrent Pharmaceuticals15 911.6 46.5%

43 Kaken Pharmaceutical16 603.9 -1.9%

44 Wockhardt 610.7 2.2%

45 Zeria Pharmaceuticals17 582.7 -2.3%

46 Sichuan Kelun Pharmaceutical 1,664.7 185.5%

47 Torii Pharmaceuticals 572.0 3.3%

48 Jeil Pharmaceutical 328.7 -38.1%

49 Piramal Healthcare18 616.8 17.8%

50 Strides Pharma19 440.4 -15.1%

SCRIP ASIA 100: 2017 PHARMACEUTICAL SALES
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RANK COMPANY
2017 PHARMA 

SALES ($M)
CHANGE FROM 
2016 ($ BASIS)

51 Daewoong Pharmaceutical 849.4 69.9%

52 Toray Industries 478.2 -4.0%

53 Celltrion 733.2 47.4%

54 Dong-A ST 491.0 1.7%

55 Jubilant Life Sciences20 623.1 34.3%

56 Jiangsu Hengrui Medicine Co. Ltd. 1,665.2 280.2%

57 Nippon Kayaku 424.1 -0.6%

58 3SBio 552.6 31.2%

59 Biocon 416.0 2.4%

60 Sihuan Pharmaceutical  
Holdings Group Ltd. 406.3 0.6%

61 Fuso Pharmaceuticals 363.8 -9.0%

62 Alembic 383.6 3.4%

63 CK Life Sciences21 339.1 -7.3%

64 Maruishi Pharmaceutical 352.8 -0.8%

65 Boryung 373.9 6.1%

66 Luye Pharma Group Ltd. 564.5 61.3%

67 Senju Pharmaceutical 333.8 -4.2%

68 Nippon Chemiphar 318.8 -2.8%

69 Yuhan Pharmaceutical 1,293.4 296.4%

70 PT Kalbe Farma TBK 350.5 7.4%

71 Yakult Honsha 231.5 -27.7%

72 Ajanta Pharma Limited 319.5 7.2%

73 Zhejiang Huahai Pharmaceutical 731.1 152.1%

74 Aska Pharmaceutical22 264.1 -6.7%

75 Dongkook Pharm 313.8 19.7%

RANK COMPANY
2017 PHARMA 

SALES ($M)
CHANGE FROM 
2016 ($ BASIS)

76 JW Pharmaceutical Corporation 444.9 77.9%

77 Natco Pharma 334.8 58.0%

78 Seikagaku 272.3 28.5%

79 China Biologic Products Inc.23 237.9 14.7%

80 Samjin Pharmaceutical 217.0 5.2%

81 Dong Wha 229.0 11.3%

82 Beximco Pharmaceuticals 195.0 -1.2%

83 Handok 369.7 87.4%

84 Alkem Labs of India 212.0 18.3%

85 Shin Poong Pharmaceutical 163.6 -2.2%

86 PT Kimia Farma24 424.4 158.2%

87 JCR Pharmaceuticals 185.8 14.3%

88 Il-Yang 238.7 57.0%

89 Hutchison China MediTech25 166.4 11.0%

90 Ahn-Gook Pharmaceutical 162.0 9.8%

91 Yichang HEC Changjiang 
Pharmaceutical Co. 273.3 92.8%

92 Jacobson Pharma Corp.26 174.4 23.4%

93 Chongqing Lummy  
Pharmaceutical Co. Ltd. 186.8 42.6%

94 Samsung BioLogics27 278.4 119.1%

95 Bukwang 133.3 9.0%

96 Kwang-Dong Pharmaceutical28 126.4 14.9%

97 Medytox 160 52.7%

98 Hyundai Pharm 114.6 11.3%

99 Kukje Pharma Ind. Co. Ltd. 109.1 11.3%

100 Korea United Pharm Inc. 104.6 10.1%

17Includes OTC; R&D estimated as same as 2015
18Pharma services, excludes India OTC
19Previously Strides Arcolab
20Pharmaceuticals segment
21Pharma = Health
22Pharma sales only top products
23 Plasma products: will exclude bulk HUMAN ALBUMIN http://chinabiologic. 

investorroom.com/index.php?s=121&item=119 

24Ethical and generics = Pharma: employees for pharma
25 Prescription pharma  https://www.chi-med.com/wp-content/uploads/2018/03/ 

2017AR-Form20F.pdf
26 Pharma = Generics medicines: Proprietary medicines segment is excluded because  

they are largely OTC and TCM
27Biosimilars
28Estimated ethical pharma revenue: company has TKM, OTC, nutritionals

Source: Datamonitor Healthcare; company-reported information
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COMPANY
2017 PHARMA  

SALES ($M)

Takeda 15,282.9

Astellas 11,732.3

Daiichi Sankyo 8,663.5

Otsuka Pharmaceutical 6,909.3

Eisai 5,414.1

Mitsubishi Tanabe Pharma 3,914.5

Sumitomo Dainippon Pharma 4,212.1

Kyowa Hakko Kirin 2,460.5

Ono Pharmaceutical 1,857.7

Santen Pharmaceutical 2,029.6

Nichi-Iko Pharmaceutical 1,486.2

Meiji Holdings 1,519.4

Shionogi 1,256.0

Teijin Pharma 1,401.9

Sawai Pharmaceutical 1,516.4

Kyorin 998.3

Hisamitsu 1,296.9

Taisho Pharmaceutical 823.4

Japan Tobacco 933.7

Towa Pharmaceutical 843.0

JAPAN TOP 20 PHARMACEUTICAL  
COMPANIES BY SALES

COMPANY
2017 PHARMA 

SALES ($M)

Sun Pharmaceutical 4,097.6

Lupin 2,397.8

Dr Reddy's 2,203.1

Cipla 2,328.5

Glenmark Pharmaceuticals 1,407.6

Cadila 1,577.5

Aurobindo 1,785.2

Torrent Pharmaceuticals 911.6

Wockhardt 610.7

Piramal Healthcare 616.8

INDIA TOP 10 PHARMACEUTICAL  
COMPANIES BY SALES

COMPANY
2017 PHARMA  

SALES ($M)

Green Cross 1,128.5

Hanmi Pharm 810.8

Chong Kun Dang 782.3

Jeil Pharmaceutical 328.7

Daewoong Pharmaceutical 849.4

Celltrion 733.2

Dong-A ST 491.0

Boryung 373.9

Yuhan Pharmaceutical 1,293.4

Dongkook Pharm 313.8

SOUTH KOREA TOP 10 PHARMACEUTICAL 
COMPANIES BY SALES
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FASTEST GROWING PHARMA SALES 2016-2017  
(PHARMA SALES >£100M) 

COMPANY
2017 PHARMA  

SALES ($M)
CHANGE FROM 2016  

($ BASIS)

Yuhan Pharmaceutical 1,293.4 296.4%

Jiangsu Hengrui Medicine Co. Ltd. 1,665.2 280.2%

Sichuan Kelun Pharmaceutical 1,664.7 185.5%

PT Kimia Farma1 424.4 158.2%

Zhejiang Huahai Pharmaceutical 731.1 152.1%

Samsung BioLogics2 278.4 119.1%

Asahi Kasei Pharma3 1,208.1 93.9%

Yichang HEC Changjiang Pharmaceutical Co. 273.3 92.8%

Humanwell Medicine 2,264.4 88.2%

Handok 369.7 87.4%

1 Ethical and generics = Pharma: employees  
for pharma

2Biosimilars
3Health care segment, excludes critical care
4Previously Strides Arcolab
5Excludes royalties
6Pharma = Health
7Ethicals drugs only
8Pharma sales only top products

Source for all tables: Datamonitor 
Healthcare; company-reported 
information

COMPANY
2017 PHARMA  

SALES ($M)
CHANGE FROM 2016  

($ BASIS)

Jeil Pharmaceutical 328.7 -38.1%

Yakult Honsha 231.5 -27.7%

Strides Pharma4 440.4 -15.1%

Shionogi5 1,256.0 -13.5%

Sun Pharmaceutical 4,097.6 -9.0%

Fuso Pharmaceuticals 363.8 -9.0%

CK Life Sciences6 339.1 -7.3%

Astellas 11,732.3 -7.0%

Taisho Pharmaceutical7 823.4 -6.8%

Aska Pharmaceutical8 264.1 -6.7%

FASTEST SHRINKING PHARMA SALES 2016-2017  
(PHARMA SALES >£100M) 

Visit our website at 
scrip.pharmamedtechbi.com 

to access in-depth  
data analysis.

ANALYZE

scrip.pharmamedtechbi.com
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RANK COMPANY 2017 R&D ($)

1 Takeda 2,936.30

2 Daiichi Sankyo 2,129.80

3 Astellas 1,992.00

4 Otsuka Pharmaceutical 1,565.60

5 Eisai 1,182.80

6 Sumitomo Dainippon Pharma 784.3

7 Asahi Kasei Pharma 773

8 Mitsubishi Tanabe Pharma 713.5

9 CSL 666.9

10 Ono Pharmaceutical 620.9

11 Toray Industries 597.6

12 Shionogi 540.9

13 Japan Tobacco 540.4

14 Kyowa Hakko Kirin 438.4

15 Teijin Pharma 324.1

16 Sun Pharmaceutical 320.6

17 Lupin 264.9

18 Dr Reddy's 264.2

19 Jiangsu Hengrui Medicine Co. Ltd. 260.3

20 Meiji Holdings 239.2

21 Sino Biopharmaceutical 236.1

22 Santen Pharmaceutical 213.3

23 Taisho Pharmaceutical 190.8

24 Glenmark Pharmaceuticals 190

25 Hisamitsu 135.3

26 Cipla 134.1

27 Cadila 133.9

28 Sawai Pharmaceutical 131.1

29 Hanmi Pharm 131

30 Kyorin 128.5

31 Kissei 127.9

32 Nippon Shinyaku 119.3

33 Nippon Kayaku 108.8

34 Mochida Pharmaceutical 107.5

35 Aurobindo 103.4

36 Yakult Honsha 92.1

37 Yuhan Pharmaceutical 91.7

38 Daewoong Pharmaceutical 90.5

39 Humanwell Medicine 89.2

40 Green Cross 82.5

41 Seikagaku 75.9

42 Hutchison China MediTech 75.5

43 Kaken Pharmaceutical 73.6

44 Towa Pharmaceutical 69.7

45 Dong-A ST 69.6

RANK COMPANY 2017 R&D ($)

46 Zeria Pharmaceuticals 66.2

47 Alembic 60.6

48 Chong Kun Dang 57.5

49 Alkem Labs of India 56.6

50 Torrent Pharmaceuticals 53.4

51 Celltrion 51.3

52 Wockhardt 44.6

53 Luye Pharma Group Ltd. 42.7

54 Torii Pharmaceuticals 41.1

55 Nichi-Iko Pharmaceutical 40.3

56 3SBio 38.1

57 JCR Pharmaceuticals 38

58 Aska Pharmaceutical 36.6

59 Sihuan Pharmaceutical Holdings  
Group Ltd. 34.5

60 Biocon 33.5

61 Ajanta Pharma Limited 28.9

62 Boryung 27.6

63 Strides Pharma 25.7

64 Bukwang 24.9

65 Korea United Pharm Inc. 23

66 CK Life Sciences 22.4

67 Nippon Chemiphar 20.6

68 Natco Pharma 19.8

69 JW Pharmaceutical Corporation 19.4

70 Fuso Pharmaceuticals 18.1

71 Handok 18.1

72 Samjin Pharmaceutical 17.6

73 Piramal Healthcare 17.4

74 PT Kalbe Farma TBK 16.5

75 Medytox 14.1

76 Dong Wha 12.5

77 Jeil Pharmaceutical 11.9

78 Ahn-Gook Pharmaceutical 11.5

79 Hyundai Pharm 11.5

80 Il-Yang 11.5

81 Dongkook Pharm 11.3

82 China Biologic Products Inc. 6.5

83 Shin Poong Pharmaceutical 6.3

84 Beximco Pharmaceuticals 3

85 Kukje Pharma Ind. Co. Ltd. 2.9

86 Jubilant Life Sciences 2.8

87 Kwang-Dong Pharmaceutical 1.3

88 Jacobson Pharma Corp. 0.3

89 PT Kimia Farma 0.1

SCRIP ASIA 100: 2017 R&D SPENDING ($) 
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COMPANY 2017 R&D ($)

Takeda 2,936.3

Daiichi Sankyo 2,129.8

Astellas 1,992.0

Otsuka Pharmaceutical 1,565.6

Eisai 1,182.8

Sumitomo Dainippon Pharma 784.3

Asahi Kasei Pharma 773.0

Mitsubishi Tanabe Pharma 713.5

Ono Pharmaceutical 620.9

Toray Industries 597.6

JAPAN: R&D SPENDING BY COMPANY 

COMPANY 2017 R&D ($)

Sun Pharmaceutical 320.6

Lupin 264.9

Dr Reddy's 264.2

Glenmark Pharmaceuticals 190.0

Cipla 134.1

Cadila 133.9

Aurobindo 103.4

Alembic 60.6

Alkem Labs of India 56.6

Torrent Pharmaceuticals 53.4

INDIA: R&D SPENDING BY COMPANY 

COMPANY 2017 R&D ($)

Hanmi Pharm 131.0

Yuhan Pharmaceutical 91.7

Daewoong Pharmaceutical 90.5

Green Cross 82.5

Dong-A ST 69.6

Chong Kun Dang 57.5

Celltrion 51.3

Boryung 27.6

Bukwang 24.9

Korea United Pharm Inc. 23.0

SOUTH KOREA: R&D SPENDING BY COMPANY 

Visit our website at 
scrip.pharmamedtechbi.com 

to access in-depth  
data analysis.

ANALYZE

Source for all tables: 
Datamonitor Healthcare; 
company-reported 
information

scrip.pharmamedtechbi.com


Full 
Service 
Portfolio

Early Phase Services
 – Clinical Research Unit
 – Patient Studies
 – Pharmacodynamic Models
 – Data Visualisation & Analysis
 – NONMEM Software
 – PK/PD Pop Software
 – Precision Methodology Cardiac Assessment

 
Drug Development Services 
 – Non-clinical
 – Chemistry, Manufacturing & Controls (CMC)
 – Clinical Development

Functional Solutions (DOCS)
 –  Strategic Resourcing 
 – FSP

Laboratory Services
 – Central Laboratories 
 – Bioanalytical Laboratories

Clinical Research Services
 – Project Management
 – Clinical Operations/Monitoring
 – Patient Centric Monitoring 
 – Data Management

Site & Patient Solutions 
 – Integrated Site Network 
 – Patient Identifi cation & Matching
 – Patient Recruitment & Engagement
 – Digital Solutions - FIRECREST

Scientifi c Operations
 – Adaptive Trials – ADDPLAN® 

 – Medical Imaging – MIRA
 – Biostatistics
 – Medical Aff airs
 – Pharmacovigilance
 – Regulatory Aff airs
 – Endpoint Adjudication Services
 – Medical Writing & Publishing
 – Interactive Response Technology 

 – FLEX ADVANTAGE 

Commercialisation & Outcomes
 – Real World Strategy & Analytics
 – Real World & Late Phase Research
 – RWE Research Services & Clinical Operations
 – Access, Commercialisation & Communications
 – Patient Centered Sciences
 – Strategic Regulatory Services
 – Medical Device & Diagnostics Research

Full Service Portfolio: Early Phase to Commercialisation

ICONplc.com

Company Overview
ICON plc is a global provider of outsourced drug development and commercialisation 
services to pharmaceutical, biotechnology, medical device, and government and 
public health organisations. The company specialises in the strategic development, 
management and analysis of programs that support clinical development from 
compound selection to Phase I-IV clinical studies. With headquarters in Dublin, 
Ireland, ICON currently operates from 93 locations in 37 countries and has 
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Clinical Research Opportunities  
In China

Vicky Chen, Vice President, Head of China, Product Registration at PRA 
Health Sciences, reflects on clinical research opportunities in China.

As the demand for clinical trials continues to grow around the world, 
geographic expansion into Asia is increasing and for good reason. 
There has been diversification among biopharmaceutical companies 
to file new drug applications in the Asian markets, requiring local tri-
als and patients. In parallel, governments are becoming more aware 
of the economic benefit and positive health care impact a burgeon-
ing clinical research industry can have. This expansion of trials has 
resulted in continued growth for the CRO market in the region.

WHAT IS FUELING CLINICAL TRIAL GROWTH IN CHINA?
Asia, with a regional population of over 4 billion, offers attractive re-
sources such as numerous clinical trial centers, a vast patient pool, 
and comparable incidence and prevalence of Western diseases. The 
most significant growth in Asia can be seen in China. With a popu-
lation of nearly 1.4 billion, and changes underway in its regulatory 
environment, the drug development industry is seeing a long-antic-
ipated growth curve taking shape. In anticipation of an increase in 
clinical trial work, some biopharmaceutical companies have begun 
setting up hubs in Beijing and investing in the development of the 

Chinese clinical trial environment. 
China’s pharmaceutical market is the second largest in the world, 

just behind that of the US. The market is projected to see an annual 
growth rate of more than 9%, but historically the regulatory environ-
ment in China has been challenging, leaving Western pharmaceuti-
cal companies with limited access. That environment is now under-
going big changes thanks to reforms instituted by the China Food 
and Drug Administration (CFDA), which was reorganized to the China 
Drug Administration (CDA) in March 2018 and renamed as the Na-
tional Medical Product Administration (NMPA) on August 30, 2018.

NMPA is also planning to adopt a patent linkage system under 
which drug applicants will be required to make a declaration on pat-
ent rights infringement in their applications. This will help address 
the lack of protection against infringing generic drugs, which has 
been a challenge for life sciences companies. While laws require that 
manufacturers disclose any potential conflicts, there are no enforce-
ment or penalty mechanisms. Generics are often approved and sold 
before a patent holder can initiate legal action. 

Beyond trial and patient access, many biopharmaceutical compa-
nies are expanding their trials into Asia to ensure they have sufficient 
native patient populations and data for local marketing applications.  
Historically, there have been significant challenges with clinical trial 
applications and regulatory timelines that have made the region less 
desirable as a destination.  However, the 60-day silent approval pro-
cedure for clinical trials has been effective since July 27, 2018, and 
a clinical trial application will be considered approved automatically 
if no comments are received from CDE (Center for Drug Evaluation) 
within 60 working days. The clinical trial start-up timeline in China is 
expected to be shortened significantly, and a tremendous growth 
curve in trials being conducted in China is anticipated.  

WHAT ARE SOME OF THE BARRIERS/CHALLENGES  
FOR DRUG DEVELOPMENT IN CHINA?
Although China is quickly becoming a preferred clinical research 
destination, navigating the complexity of treatment paradigms, lo-
cal laws and regulatory requirements can be arduous. Because of 
China’s massive cabinet restructuring within the State Health Com-
mittee, there is some uncertainty about what the new clinical trial 
application process will look like. As its regulatory environment im-
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proves, China is poised to become an even bigger clinical research 
powerhouse, and PRA Health Sciences is one of the companies 
making the necessary investments in talent and infrastructure to 
help support this growth.  

The Asian market has a reputation for having complex health care 
systems with a less uniform approach than the European Directive. Tra-
ditionally, one of the biggest challenges has been an inconsistent defini-
tion of health care and its infrastructure.  However, this is changing. Tech-
nology-driven countries such as Japan and South Korea are pairing with 
efficiency-driven countries like China and factor-driven countries like 
India, and together they are making progress in developing strategies 
that can overcome drug development hurdles in the region, particularly 
now that the market is open to making changes.  Collectively, there has 
been a focus on simplifying regulatory approval processes, increasing 
government support and improving clinical trial industry infrastructure. 

In the last few years we have seen the introduction of adaptive 
monitoring across the globe, the biggest change to the industry 
since electronic case report forms (eCRFs) came into play. There have 
been large investments in technology around adaptive monitoring 
but implementation across Asia has been formidable. Enormous 
steps forward have been taken in improving the speed of clinical tri-
als and the way each country embraces trials, but managing them 
has required new solutions to ensure smooth implementation and 
adherence to local ethics requirements. These challenges will con-
tinue through the next few years as the industry adapts. 

WHAT DOES THE FUTURE OF  
DRUG DEVELOPMENT LOOK LIKE?
Drug development is complicated, time-consuming and expensive, 
particularly in the US and Western Europe. Virtual trials and mobile 
platforms are a viable option to make the patient experience more 
rewarding. Integrated health data and analytics delivered as cloud-
based solutions demonstrate a more agile, flexible and adaptive fu-
ture for clinical development. 

A key opportunity for APAC is to embrace technology at the cli-
ent, site, CRO and patient level.  Everyone should be considering how 
technology can assist with faster drug development. Patients are 
consumers and we need to offer them ways to access these trials 
more easily – technology can help us do that.  In every trial we see 
sites that fail to recruit patients. This is a waste of time and money.  
There has also been a lazy approach to patient recruitment where 
we wait for patients to approach us to enroll in a trial.  There is an op-
portunity to use data to help with patient recruitment.

CROs need to use technology to provide deep, data-driven insights 
to optimize global clinical studies and drug commercialization from 
concept to compound to cure.  Virtually connecting patients who 
are beyond the clinical setting through Bluetooth wearables and 
connected home devices reduces participation burden and fosters 
patient engagement throughout the continuum of care, while also 
supporting the collection of billions of data endpoints. 

The CRO industry is well positioned to thrive in the Asian market, 
with some positive momentum already being seen in many coun-
tries to welcome clinical trials.  It is this diversity and complexity that 
creates a great opportunity for CROs to provide subject matter ex-

pertise to sponsor companies, to help guide them in successfully 
conducting clinical research in Asia.

HOW IS PRA INVESTING IN THE REGION AND 
CULTIVATING DRUG DEVELOPMENT OPPORTUNITIES?
PRA is making a significant commitment to the region as it continues 
to strategically expand operations and local expertise. Sponsors want 
relevant clinical study experience and capabilities across all phases, 
language proficiency and technological expertise. PRA’s innovative 
operational models, such as its dynamic partnership and joint ven-
ture with Takeda in Japan, allows the company to expand its full-ser-
vice presence in the region and globally. 

PRA has been delivering innovative drug development solutions 
in China for nearly a decade, offering specialized operational and 
therapeutic expertise through a broad spectrum of full-service 
clinical development and integrated outsourced operating models. 
With more than 200 clinical studies conducted in APAC in the past 
five years, and 130 currently underway, PRA has an experienced 
team on the ground. 

PRA currently has over 400 employees in China and continues to 
expand rapidly, with new offices opened in Dalian and Shanghai in 
2018. In building out infrastructure with key resources, the goal is to 
establish the most comprehensive and flexible offering in the region 
to support clients with global and China-specific trials, embedded 
teams and in-house biometrics.
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Patient Safety First But India’s 
‘Interim Compensation’ Trial 
Rule May Spook Sponsors
India’s draft new drugs and clinical trials rules come with a prickly “no 
claims” clause pertaining to payment of “interim compensation” by sponsors 
in specific circumstances, based on an initial causality assessment by ethics 
committees (ECs). The new rules, at least in their current form, also give ECs 
near “quasi-regulatory powers” say some experts.

India’s draft New Drugs and Clinical Trials Rules 2018 
includes several progressive measures aimed at ensur-
ing time-bound regulatory approvals, but contentious 
norms around compensation payable toward serious 
adverse events (SAEs) during a clinical trial may put 
off sponsors, some industry experts say. Blanket medi-
cal management requirements for trial participants by 
sponsors is another key sticking point.

The draft new rules stipulate that sponsors will need to 
pay an interim compensation when “any death or perma-
nent disability” of a trial subject occurs during a clinical trial 
or bioavailability and bioequivalence study and the Ethics 
Committee (EC) after “due analysis” of the case, opines that 
this is related to the clinical trial.  The sponsor will need to 
pay an interim compensation of “60% of the compensa-
tion payable” as per the formula specified to the “legal heir 

of the trial subject in case of death and to the trial subject 
in case of permanent disability,” within 15 days from the 
date of receipt of the EC’s opinion by that sponsor. 

Suneela Thatte, vice president, R&D solutions, IQVIA 
India, says that the proposed requirement for spon-
sors to provide interim compensation on the basis of a 
causality assessment done by individual ECs is “not the 
right approach” since such assessment requires special-
ized training and expertise.

“EC members may not have such training. This also 
goes against the decision the CDSCO [Central Drugs 
Standard Control Organization] took a few years ago 
to streamline and standardize the process for deter-
mining causality and compensation and make it more 
objective and independent, by way of constitution of 
a central SAE [serious adverse event] review commit-

Anju Ghangurde 

Deputy Asia Editor 
Scrip
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tee,” Thatte told the Pink Sheet.  (Also see “Adverse Event Assessment In 
India Gets Harvard-Built Tool; Will Increased Trial Activity Follow?” - Pink 
Sheet, 24 Feb, 2017.)

Other experts concur, given that training all ECs – there are an 
estimated 1,000-plus registered ECs in India currently – could prove 
quite challenging; such committees are rarely static and most 
members have other roles and responsibilities as well, they note.

“ECs will have to assess every injury for relatedness [not only 
death and permanent disability] and decide on the compensation; I 
wonder how feasible this will be time-wise. For sponsors, they have 
to engage with several ECs instead of one regulatory authority, 
which will put severe stress on their resources,” Dr. Veena Jaguste, 
a clinical research and health care consultant, told the Pink Sheet.

Jaguste, a former senior executive at Amgen in India, also notes that 
under the current rules there seems to be no redress mechanism if 
a sponsor does not agree with either the EC’s or expert committee’s 
(constituted by the Indian drugs regulator) causality assessment even 
though the sponsor may have valid scientific justification.

Indications are the Indian regulator has reviewed the feedback 
received on the draft new rules, and some discussions with stake-
holder groups to understand their perspective and points of view in 
detail have been ongoing. It is, however, unclear if any of the stake-
holder concerns will be addressed and how soon a notification on 
implementing the draft new rules is likely. 

Currently, in case of trial-related serious adverse events or death, 
typically the Drugs Controller General of India (DCGI) decides the 
quantum of compensation, based on the criteria and formula set 
for the purpose and after considering the recommendation of the 
expert committee; ethics committees are required to share their 
report on the SAE with the expert committee and DCGI.  (Also see 
“India Notifies Tweaked Trial Compensation Rules” - Scrip, 30 Dec, 2014.)

NO-CLAIM COMPENSATION?
What perhaps makes the proposed new Indian compensation 
clause more tricky is an explanatory note that states that the 
amount paid as an interim compensation to the trial subject or le-
gal heir, “shall not be recoverable irrespective of the cause of the 
death or permanent disability during the clinical trial.”

“This amounts to no-claim compensation. This is likely to deter the 
industry from placing clinical trials in India,” the former head of a CRO 
in India told the Pink Sheet.

IQVIA’s Thatte says that she hopes the regulators will review this 
clause in line with the scientific tenets of research and globally ac-
cepted practice.

The new draft rules also empower ECs to order discontinuation or 
suspension of the clinical trial, if it believes that the trial is likely to “com-
promise the right, safety or well-being of the trial subject.” The EC is 
required to intimate the head of the institution conducting the clinical 
trial and also the Indian regulator in such cases.

The ex-CRO head notes that very few ECs are “empowered or compe-
tent” to decide such issues, including those around interim compensation. 

“Since the last two years, the CDSCO has been making ECs re-
sponsible for some decisions which were under its purview. Looks 
like [it’s] passing the buck,” the official added.

Consultant Jaguste notes that typically, ECs in the rest of the world 
have responsibility to ensure the “safety and well-being” of the trial 
subject by appropriate review of the protocol and related documents, 
overseeing the study through ongoing review of safety-related infor-
mation and monitoring trial conduct and progress by review of the 
documents submitted by the investigator and sponsor. 

“They may occasionally visit the site to review the study conduct. 
The current [Indian] rules almost give quasi-regulatory powers to 
the ECs,” Jaguste declares.

MEDICAL MANAGEMENT
The new draft rules also appear to mandate extensive medical man-
agement responsibilities on sponsors toward a trial participant. In the 
case of any injury during the clinical trial or bioavailability and bio-
equivalence study of a new drug or an investigational new drug, the 
sponsor will need to provide “free medical management” to such sub-
ject “as long as required as per the opinion of investigator and the EC.” 
“Necessary” medical management and ancillary care will also need to be 
provided if a trial subject is suffering from “any other illness” during par-
ticipation in the clinical trial or bioavailability and bioequivalence study.

IQVIA’s Thatte says that medical management needs to be pro-
vided for all injuries that are causally related to study participation. 
Providing medical management and ancillary care for injuries not 
associated with a subject’s participation in a clinical trial is “neither a 
fair approach nor based on any scientific rationale.”

“In fact, such an approach could be an inducement for a patient 
or patient’s family to participate in a trial,” Thatte explains.

TIME-BOUND CLEARANCES
The draft new rules, however, also incorporate a range of provisions 
that are aimed at streamlining trial norms and ensuring time-bound 
approvals in India. 

The pharmaceutical industry, in general, sees some of these pro-
visions including the provision for pre/post submission meetings 
for trial applicants, the 45-day timeline to hear from the regulator 
on trial applications, failing which permission to conduct clinical 
trial shall be deemed to have been granted, as important advances.

IQVIA’s Thatte says that such rules will provide a “positive boost” 
to indigenous research and are in line with global practice. 

“We have seen significant improvements in approval timelines 
over the last year and our current review and approval timelines are 
quite competitive and are no longer a major impediment,” she says.

Thatte, however, maintains that the 45-day deemed approval 
is only for “certain types of studies and not across the board” and 
sponsors still need more clarity from the regulator on the review 
process that will be followed for such cases.

But it’s areas that seem to be “excessively punitive” – for example, 
the rejection of data generated in a clinical trial if irregularities are ob-
served at one participating site or EC – that has industry perturbed. 

“In an environment where we are trying to bring clinical trials back 
to India and restore the confidence and trust of global stakeholders 
in doing clinical trials in India, some of the draft rules if implemented 
as such, could act as a deterrent and set back what the government 
has been trying to restore the last few years,” Thatte adds.

https://pink.pharmaintelligence.informa.com/articles/2017/02/24/new-tool-to-inject-objectivity-in-onerous-causality-assessment-in-india
https://pink.pharmaintelligence.informa.com/articles/2017/02/24/new-tool-to-inject-objectivity-in-onerous-causality-assessment-in-india
https://pink.pharmaintelligence.informa.com/articles/2017/02/24/new-tool-to-inject-objectivity-in-onerous-causality-assessment-in-india
https://scrip.pharmaintelligence.informa.com/articles/2014/12/30/india-notifies-tweaked-trial-compensation-rules
https://scrip.pharmaintelligence.informa.com/articles/2014/12/30/india-notifies-tweaked-trial-compensation-rules
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ESTABLISHING AN EXPANDED ROLE 
IN THE HEALTHCARE ECOSYSTEM
PRA’s exceptional experience across all phases and therapeutic areas allows us to deliver patient-centric 
solutions and improve lives across the globe. It’s our broad spectrum of solutions, ranging from full-service 
clinical development to a pioneering embedded model, coupled with deep data engineering and a drive 
towards patient-driven strategies, that empowers our passion for clinical research and tireless work to provide 
quality results. 

Our 15,500+ employees that cover over 90 countries allow us a global presence that’s reinforced with local 
insights. Project teams harness their understanding of local regulations, standards of care, and cultural 
customs to effectively align our approaches with each study’s unique goals. 

Over the years, PRA has contributed to the development of numerous drugs, now available to countless 
patients. From our scientific and medical experts to therapeutically aligned project managers and monitors, 
we provide the commitment and expertise needed for today’s complex studies.

Visit prahs.com and find out more!
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R E I N V E N T I N G  R E S E A R C H
Our agile infrastructure, creatively entrepreneurial mindset, and best-in-class global 
solutions — coupled with deep data and practical insights — allow us to deliver  
patient-centric solutions. 

We offer exceptional experience across all phases and therapeutic areas. Our 15,500+ 
employees who cover over 90 countries allow our project teams to harness an  
understanding of local regulations, standards of care, and cultural customs, effectively 
aligning our approaches to each study’s unique goals. 

We are passionate about clinical research and work tirelessly to provide quality results.

We provide the commitment and expertise needed for today’s complex studies.

Visit prahs.com and find out more!
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China In 2018:  
Watch Out For AI, CAR-T  
And Biotech Unicorns
Armed with massive amounts of data, China is poised to make a dent 
in big data-driven innovation and artificial intelligence applications 
including smart health. A policy push to encourage the development 
of novel drugs also means there may be more biotech unicorns and 
innovative therapies to attract investment inflows.

China’s appetite for new technologies seems to be in-
satiable, and the arrival of the New Year is likely to bring 
profound changes to pharma and the overall health care 
sector, driven by the government’s forceful policy pushes.

During the 19th Chinese Communist Party Congress 
held in October last year and the National Economic 
Work Conference held in mid-December, the ruling 
party’s decision-makers had set meeting the Chinese 
people’s increasing demand for better lives as a final goal 
for every policy task.

Meanwhile, improving health service quality in tier 
three and tier four cities to appeal to rural migrant work-
ers has been deemed a key work priority for 2018.

Already, the China FDA has issued a plethora of poli-
cies and draft regulations to streamline the clinical trial 

and new drug approval processes, and to allow certain 
foreign study data to be used toward an approval in Chi-
na, leading to hopes for new drug approvals to take off in 
2018 and beyond.  (Also see “2017 A Takeoff Year For China 
Drug Approvals?” - Pink Sheet, 4 Jan, 2018.)

The policy push is likely to catalyze the birth of health care 
giants comparable with that of China’s “BAT” group (Baidu, 
Alibaba and Tencent), notes Wang Ran, CEO of the US-China 
venture capital fund, China E-Capital, in an article.

Two promising areas singled out by Wang are new drug 
development and disease diagnosis and monitoring.

CAR-TS ON THE WAY
Several high-profile approvals of CAR-T therapies by 
the US FDA have bolstered the confidence of Chinese 

Brian Yang 

Senior Writer, China 
APAC Pharma

https://scrip.pharmaintelligence.informa.com/SC100206/China-In-2018-Watch-Out-For-AI-CART-And-Biotech-Unicorns
https://scrip.pharmaintelligence.informa.com/SC100206/China-In-2018-Watch-Out-For-AI-CART-And-Biotech-Unicorns
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developers in the gene technology segment.
Seizing the opportunity of developing novel thera-

pies quickly and cost-effectively, a new crop of Chinese 
biotech start-ups is blossoming, aiming to treat China-
prevalent diseases with proven technologies.

One of these is Beijing ImmunoChina Medical Sciences 
and Technologies Co., a start-up founded by three Tsing-
hua graduates in 2015. Among them, He Ting is one of 
the founders who jumped on then new CAR-T gene en-
gineering technology to treat a refractory and relapsed 
form of blood cancer, acute B-cell lymphoma.

“Gene therapies’ development has seen several 
breakthroughs in saving many patients’ lives, so I de-
cided to devote our business to it,” he said in an in-
terview with Tsinghua innovative incubator, where the 
company started.

The year 2015 proved to be crucial; the Beijing start-up 
obtained angel investment from Shenzhen-based Cowin 
Capital, and the capital injection propelled the company 
to start a Phase I clinical study.

In 2017, ImmunoChina obtained CNY50m ($7.8m) in 
its latest round of funding, which allows the start-up to 
actively recruit patients for its asset, IM19 CART for B-cell 
acute lymphoblastic leukemia (ALL) patients four to 65 
years old.

Meanwhile, on January 8 the Beijing start-up inked a 
collaboration with Shanghai-based Harbour BioMed, li-
censing Harbour’s H2L2 transgenic mice antibody plat-
form to develop CAR-T antibodies to treat blood cancer.

“The collaboration will make Chinese domestic devel-
opers more competitive in developing new-generation 
CAR-T products,” he said in a statement.

Another Chinese CAR-T developer, Nanjing Legend 
Biotechnology Co., surprised nearly everyone with a late-
December multimillion-dollar deal with Janssen Biotech 
Inc., a subsidiary of Johnson & Johnson. Janssen agreed 
to pay an up-front of $350m and collaborate with Nan-
jing Legend for LCAR-B38M, a CAR-T therapy for mul-
tiple myeloma with B-cell maturation antigen (BCMA). 

Additionally, Legend is eligible for milestone pay-
ments, and the two companies also agreed to share the 
cost and split the profits except in Greater China where 
Legend retains 70% profit.

Legend surprised the field with a late-breaking oral 
presentation at the ASCO annual meeting in June, show-
ing durable remissions with BCMA-specific CAR-modi-
fied T cells.  (Also see “Bluebird Flies On 100% Response Rate 
For Anti-BCMA CAR-T” - Scrip, 6 Jun, 2017.)

AI+
As China vows to become a major player in artificial in-
telligence, the government on December14 released a 
national Three-Year Plan in AI.

The plan prioritizes medical imaging diagnostics plat-

forms, along with video and imaging identification sys-
tems and service robotic devices for more policy support.

New drug development aside, disease diagnosis 
powered by AI is another area poised to see increasing 
investment, notes China E-Capital’s Wang.

Alibaba, for one, is developing an AI+health plat-
form – the goal is to gather patient and medical data 
in a bid to get a deep understanding of diseases. The 
plan is to cover over 20 medical conditions.  (Also see 
“Pharma-BAT Digital Health Tango In China: Will It Pay 
Off?” - Scrip, 28 Dec, 2017.)

Meanwhile, the e-commerce giants continue to 
work with pharma firms to digitalize disease manage-
ment. Seeing the potential of reaching out to millions 
of smartphone savvy young users, both GlaxoSmith-
Kline PLC and Sanofi have signed up deals with Ali-
baba’s subsidiary AliHealth to promote HPV vaccines, 
diabetes treatment and blood thinners.

The latest pharma leaping into the fray is Merck & 
Co. Inc., which inked a deal with AliHealth to provide 
information on its Gardasil HPV vaccine approved in 
late May.

BIOTECH UNICORNS
With the fast funding inflow, Chinese biotech compa-
nies including genome firms are seeing their valuations 
skyrocket.

One of them is iCarbonX, founded by Wang Jun, former 
CEO of China’s largest genome company, BGI-Shenzhen. 
Started in 2015, iCarbonX raised $154m in its 2016 round 
of financing, led by Tencent and putting the valuation of 
the company at $1.1bn.

There has been a rapid rise of the so-called uni-
corns, a term coined by Cowboy Ventures founder 
Aileen Lee in 2003 to describe these start-ups backed 
by private equity funds and valued at over $1bn but 
not publicly traded.

iCarbonX’s goal is to digitalize human lives to improve 
their health, and other leading investors include domes-
tic cell therapy developer Vcanbio and software devel-
oper UEC Group.

Another notable biotech unicorn is Innovent Biolog-
ics Inc. Based in Suzhou, Innovent raised $260m in its D 
round financing in 2016. While developing biosimilars of 
some big-selling biologics, Innovent is also betting on 
novel biologics, with an ongoing Phase III study for its 
PD-1 checkpoint inhibitor IBI308.

The company recently started its first-in-human study 
in the Beijing PUK Hospital for a PCSK9 inhibitor to treat 
hyperlipidemia. Innovent Biologics is reportedly a sub-
ject being considered for investment from Capital Group 
Cos., one of the largest investment firms in the US.

“We believe that the next BAT will likely be coming 
from the health care sector, “ predicts Wang of E-Capital.

https://scrip.pharmaintelligence.informa.com/articles/2017/06/06/bluebird-flies-on-100-response-rate-for-antibcma-cart
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Asia’s Nasdaq?  
Hong Kong’s Quest To Be IPO 
Powerhouse Has Blessings & Curses
Hundreds of executives showed up at an inaugural biotech summit 
organized by the Hong Kong Stock Exchange, setting the stage for a 
showdown between the territory and the most popular destination for 
biotech IPOs, Nasdaq in the US. Despite recent rule changes to allow 
pre-revenue biotechs to gain a listing more easily, executives still see 
hurdles that are associated with Hong Kong’s close proximity to the very 
market it is trying to allure, Mainland China.

Newly released rule changes from the Hong Kong 
Stock Exchange will relax the listing requirements for 
fast-growing companies that are pre-revenue or have 
no revenue at all. The main goal is to provide the nec-
essary capital to help such companies to growth, said 
Charles Li, CEO of the exchange, during an inaugural 
biotech summit organized by the exchange and held 
on February 23 in Hong Kong.

Under the revisions – effective in late April – sectors 
with high growth such as biotech will be able to list their 
shares on a new chapter of the exchange if they meet 
the following conditions:

• Minimum capitalization of HKD1.5bn ($191.2m); 
• Operating in the same line of business for two years 

prior to IPO with a stable management team; 
• Backed by at least one third-party recognized inves-

tor; and 
• Under supervision of the US FDA, European Medi-

cines Agency (EMA), or regulators in Greater China, 
and having one drug/device that has cleared Phase I 
and is heading to Phase II. 

The companies eligible for listing in the new section 
can be biotechs, pharma or in vitro diagnostic and de-
vice makers, but bioventures are the main targets.

“Out of a broad range of companies, the biotech 
sector with high growth is a natural fit,” Ashley Alder, 
HK Stock and Futures Commission CEO, told 500 par-
ticipants packed to the capacity of ConnectHall, which 
serves as the exchange’s main trading floor. 

“These biotechs are early stage and looking for capital, 
and there is a high interest in health-care revolution,” he said.

A BALANCING ACT
Helping biotechs in need and revitalizing Hong Kong as 
Asia’s financial center is what the exchange’s executives 

were looking for when they brainstormed ideas that led 
to the rule changes one Sunday afternoon.

“To those who are asking ‘Why now? Why us? Why in 
Hong Kong?’ I would say, ‘Why not now, Why not us, and 
Why not in Hong Kong?’” asked the executive to a round 
of chuckles and applause.

Calling it a great experiment, he nevertheless noted 
that given biotech companies may never see revenues 
come, regulators need to be extremely humble, and 
strike a balance across several fronts. These include ear-
ly stage versus late stage, risks versus returns and East 
versus West.

Unlike biotechs in the US and Europe, Chinese compa-
nies still face certain hurdles. China invests roughly 6% of 
its GDP in health expenditure, compared with17% for the 
US, and a large rural and low-income population puts af-
fordable innovation high on the agenda.

“To solve issues unique to China you need a unique 
answer,” Alder said.

SECOND LISTINGS
The new listing rules will also allow a second listing for 
companies currently already listed outside Hong Kong, 
especially companies based in Greater China.

The firms seeking such a listing are divided into three 
categories. The first is those in Greater China listed on 
either the NYSE, Nasdaq or London’s main section prior 
to December15, 2017. These should have had two con-
secutive years of trading and capitalization in excess of 
HKD10bn and revenues over HKD1bn, and will qualify for 
an automatic second listing.

Categories two and three are for other companies in 
Greater China and international companies, which also 
must meet certain conditions to get a second listing, 
which is seen to be mainly targeting companies from 

Brian Yang 

Senior Writer, China 
APAC Pharma
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Mainland China. Some Chinese firms that were previ-
ously listed on Nasdaq, such as 3SBio, are now listed in 
Hong Kong.

EVOLVING INVESTOR MIX
Compared with merely 10 years ago, when Sinopharm 
Group Co. Ltd. was listed in Hong Kong, the investor mix in 
the territory has changed drastically. Biotech has never had a 
big presence in Hong Kong in the past, and the listing of Sin-
opharm – being China’s largest drug distributor – has given 
local investors a taste of the wholesaling sector.

However, the local listings of 3SBio after its delisting 
from Nasdaq, and of WuXi Biologics and Genescript, have 
ignited investors’ appetite for such biotech names, which 
are considered far riskier than Sinopharm. WuXi Biolog-
ics has seen its shares rise steadily since its IPO, from 
HKD28.50 in June 2017 to HKD74.50 as of March 26, 2018.

3SBio has seen a bumpier road, but its shares have 
generally climbed from its initial trading price of HKD9.67 
to HKD17 as of March 26.

WuXi Biologics’ CEO Chris Chen recalled weighing the 
decision to list the shares in Hong Kong or in Mainland 
China, saying being a solid company is key. “Good com-
panies are sure to see fair valuations,” he told participants 
during the summit.

Hong Kong has its own advantages (compared with-
Mainland China), including having global investors such 
as Fidelity, Chen added.

RISKS, BAD APPLES 
Despite the excitement, Hong Kong finance regulators 
seemingly are aware of risks and potential fraud when 
seeking new listings. How to keep regulatory vigor with-
out barriers, and to safeguard biotech R&D to go beyond 
the concept stage, will be key to measure the success,   
meeting attendees heard.

There will be a high risk for failure due to the pre-rev-
enue or no revenue nature of biotech, they noted, and 
rounds of financing and years will be needed for listed 
companies to succeed. Good investor education is thus 
key for sound risk management.

In addition, a regulatory framework must be in place, 
aided by scientific expertise provided by an advisory 
panel, said Adler, on which HKEX has selected 12 mem-
bers to serve.

Investor education is also an evolving process, point-
ed out Wang Xiaodong, chairman and co-founder of 
BeiGene (Beijing) Co. Ltd., which listed on Nasdaq and is 
one of the most successful biotechs from China.

New drug developers, compared with clinical research 
organizations such as WuXi Apptec, will have higher risks 
and less reliance on fixed capital, Wang emphasized. But 
the rewards are far higher, thus the listing requirements 
of capitalization and clinical development stage for bio-

techs should be lowered, he argued.
Founder of iCarbonX and former CEO of BGI-Shen-

zhen Wang Jun had a different view. He believes dis-
closure is the most important to keep the “bad ap-
ples” out. WuXi’s Chen also said there should be high 
enough entry barriers to allow in only the most quali-
fied, otherwise there will be hundreds of companies 
elbowing each other.

DECIDING MOMENT
So what did participating biotech CEOs think about list-
ing in Hong Kong? Although many are positive about 
potentially listing, several expressed concerns and are 
seemingly still unconvinced.

Ascentage Pharma Group Corp. Ltd. founder Yang 
Dajun, for one, wondered whether Hong Kong has the 
same level of “professionalism” as some other bourses. 
The new drug developer has been contemplating a list-
ing in the US and has hired a former Wall Street analyst 
as its CFO. 

Each IPO is handled by professional teams in the US, 
whether dealing with the CEO or junior analysts, Yang 
said, adding he worries that matters elsewhere may be 
handled with a lack of professionalism and favoritism.

But being closer to the home market of China inevita-
bly gives some biotechs advantages, noted Marietta Wu, 
managing director of Quan Capital and co-founder of 
Zai Lab Ltd., another Nasdaq-listed biotech.

Wu said Shanghai-based Zai has partnered with Five 
Prime Therapeutics Inc. to accelerate the global develop-
ment of Five Prime’s anticancer agent, and that China has 
contributed a large number of patients to the study.

Investors appear to be optimistic overall. “Investment 
in China on average has five times more return than in 
the US,” noted Bin Li, managing director of venture fund 
Ally Bridge and a former analyst at Morgan Stanley’s 
Hong Kong office.

“At least there will be no need to wake up at night to 
track Nasdaq,” he added.

  
Out of a broad range of 
companies, the biotech sector  
with high growth is a natural fit.”  
– Ashley Alder, HK Stock and 

Futures Commission CEO
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Why Pharma Doesn’t Always 
Keep Phase IV Promises In India
Are drug firms being lax when it comes to Phase IV studies in markets 
like India or are certain arbitrarily determined regulatory requirements 
largely to blame? Scrip delves into the issue.

Pharma has long complained about stretched approval 
timelines and regulatory uncertainties in emerging mar-
kets, but it appears to be slow (or at times nonchalant) 
in keeping its side of the bargain when it comes to post-
approval studies, at least in markets like India.

A general review of Indian regulatory data reveals that 
drug firms are quite routinely making post facto requests 
for tweaks in postmarketing studies in India, at times 
even seeking a waiver of Phase IV trials, once these con-
ditionally cleared products are on the market. 

Such requests for protocol tweaks/waivers also include 
drugs that have been, to begin with, cleared with a Phase 
III trial waiver in India, though these products typically 
have already been approved in key Western markets – 
safety, therefore, is rarely a big concern. A waiver of clinical 
trials in the Indian population for new drugs, which have 
already been approved outside India, is permitted in cases 
of “national emergency, extreme urgency, epidemics and 
for orphan drugs for rare diseases and drugs indicated for 
conditions/diseases for which there is no therapy.” (Also see 
“India’s Expanded Trial Waiver Proposal Sets R&D Site Inspec-
tion Clause” - Pink Sheet, 20 Jan, 2017.)

ARBITRARY NUMBERS, LACKS  
STATISTICALLY JUSTIFIED SAMPLE SIZE?
Experts say that sponsor requests for Phase IV changes are 
often on account of random study patient numbers that 
lack a scientific basis sought by the Subject Expert Com-
mittee (SEC), which advises the Indian regulator on trial-
related permissions. Others, however, argue that compa-
nies seem to rarely confront the SEC initially – they prefer 
to get hold of the marketing authorization for the product 
first and deal with the postmarketing study glitches later.

“Sponsor companies tend to agree to any condition im-
posed to get the marketing approval, but apparently do 
not appear serious about postmarketing commitments,” 
one industry expert told Scrip, but acknowledged that 
SECs and regulators need to take a scientific and pragmat-
ic approach rather than just defining a random (patient) 
number that “looks good” for such studies.

A clinical research industry veteran maintained that at 
times sponsors’ post facto requests are just an effort to 
“buy time” and extend the approval conditions beyond 

the two-year timeline for submitting Phase IV – PMS (post-
marketing surveillance) data. He, though, also noted that 
India’s Phase IV requirements tend to mirror Phase III pro-
tocols, making implementation rather unviable at times.

Chirag Trivedi, president of the Indian Society for Clinical 
Research (ISCR), explains that there have been certain cases 
wherein the SEC’s recommendations – in terms of patient 
numbers required for the study – are “arbitrary numbers 
and not based on statistically justified sample size.”

“This may amount to an unnecessary burden on the 
sponsor and it may not be feasible for the pharma compa-
nies to do a Phase IV clinical trial with such a large patient 
number that is not justified. In certain cases, the incidence 
of a particular disease in India may be low, or the type of 
patient population required for the study may be less, or if 
it is a rare disease, then it may not be justified in having a 
large sample size for that study,” Trivedi told Scrip.

Typically, in such cases, pharma companies may opt 
for an appellate mechanism so that they can re-present 
the case (with adequate justifications) to the SEC, Trivedi 
adds. The ISCR’s members include several large multina-
tional firms and clinical research organizations.

IMFINZI SEC CLEARANCE
The industry expert quoted previously also referred to 
the recent SEC approval for AstraZeneca PLC’s anticancer 
Imfinzi (durvalumab) with a trial waiver in India, subject 
to the condition that a Phase IV clinical trial in “minimum 
of 200 combined patients” of non-small cell lung cancer 
(NSCLC) and metastatic urothelial cancer is done. (Also 
see “AstraZeneca’s Imfinzi, Lynparza On Track To India De-
but” - Scrip, 7 May, 2018.)

“Imfinzi received approval [from the US FDA] under an 
accelerated program in 713 patients and is contingent 
upon verification and description of clinical benefits in 
confirmatory trials. Here again the firm will struggle en-
rolling 200 patients [in India] and completing a trial in 
two years,” the expert said.

The expert, though, suggests rather than a “hasty” 
Phase III trial waiver in India, it may have been preferable 
to make the drug available on “named patient basis, till 
more robust data was submitted to the US FDA and then 
consider marketing approval.”

Anju Ghangurde 

Deputy Asia Editor 
Scrip
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“So, the approach has to be current, scientific-evidence based and 
needs to be defined on a case-to-case basis. They also need to factor 
the inadequate research infrastructure in the country before insist-
ing on the studies. And the decision-making logic needs to be docu-
mented in the minutes of the meeting.”

RECENT CASES FOR PHASE IV TWEAKS 
But, there’s clearly been more than just a sprinkling of post facto re-
quests for changes in Phase IV trial protocols or even a trial waiver in 
India, at least going by recent regulatory data.

Take the case of Roche’s rituximab. The company was granted approv-
al for an additional indication of the drug with the condition of Phase IV 
clinical trial on January 28, 2011. Roche apparently presented “follow-up 
data” of a global clinical trial “in lieu of fulfilling the condition of the Phase 
IV study” and the data included only nine Indian patients. 

The SEC (oncology and hematology) noted at its meeting that the 
data presented included patients in which enrolment was already 
completed in 2009. “Therefore, the committee opined that the firm 
has not generated the data as per the condition of a Phase IV study 
stipulated in the permission dated January 28, 2011,” minutes of the 
SEC meeting observed.

Roche told Scrip that it had in the past requested the Indian regu-
latory authorities to consider its participation in the global Phase III 
clinical trial and the resulting efficacy and safety data on Indian pa-
tients in lieu of the Phase IV study requirements.

“Roche is committed to complying with all local regulatory require-
ments. We have also submitted our global safety update reports and 
postmarketing safety data on an ongoing basis. We are currently await-
ing further direction from the regulatory authorities,” Roche said.

The Swiss multinational believes that the authorities will consider the 
“proven safety and efficacy data” of the medicine for this additional indica-
tion of follicular lymphoma, which is approved in more than 50 countries 
including India, based on an international, multicenter clinical study. 

“We will continue to cooperate with the health authorities and re-
main committed to serving patients in India,” it added.

Others companies including Boehringer Ingelheim GMBH and Eisai 
Co. Ltd. have in the past sought similar tweaks for studies pertaining to 
specific products, postmarket authorization. Boehringer had earlier un-
derscored the unviability of a mandated active surveillance plan in In-
dia for nintedanib, indicated for the treatment of idiopathic pulmonary 
fibrosis (IPF) amid disinclination among some physicians to participate 
in the study. An active surveillance is typically a postmarketing surveil-
lance but in an active way, with a structured protocol, and the aim of 
capturing information right from baseline and then following up the 
patients. (Also see “Indian Panel Nudges Eisai Towards Phase IV Compli-
ance For Halaven” - Pink Sheet, 26 Oct, 2017.)

US STUDY
Pharma’s seeming laxity when it comes to post-approval studies has per-
haps been noticeable beyond India as well, though industry has, in gen-
eral, declined any wrongdoing and defended its position on the issue. 

The clinical research veteran quoted previously referred to an analy-
sis in the New England Journal of Medicine, which examined US federal 
records and claimed that of 614 post-approval requirements and com-

mitments imposed in 2009 and 2010 after five to six years, 20% of post-
approval studies had not been started and 25% were delayed or ongo-
ing. However, 54% had been completed, the study titled “The Fate of 
FDA Postapproval Studies”, noted.

But the FDA, in a response published in the journal, is reported to 
have stated that by its tally, 88% of all post-marketing requirements 
– not just those mandated in 2009 and 2010 – “were progressing ac-
cording to their original schedules” as of the 2015 fiscal year.  Some 
companies that were named in the study by Dr. Steven Woloshin 
of the Dartmouth Institute for Health Policy and Clinical Practice in 
Lebanon, New Hampshire, and colleagues, defended their actions 
and provided clarifications on their postmarketing studies.  The latest 
position on the studies could not be immediately ascertained.

WAY FORWARD?
But clearly, the area of postmarketing studies could do with some 
additional rigor and balance, both from industry and the regulator, 
at least in India. 

The clinical research veteran said that India’s Central Drugs Standard 
Control Organization (CDSCO) should move in line with international 
Phase IV commitments, in which the company is asked to submit safety 
data from a “non-interventional prescription-based PMS study.”

“The number of patients should be governed by prevalence of the 
indication and potential for prescribing a high price drug for a niche 
indication. Such studies don’t require elaborate protocol. The patient 
population and safety monitoring would be as per the approved 
package leaflet,” the veteran declared.

Dr. Veena Jaguste, a clinical research and health care consultant, 
says that sponsor firms need to insist on “practical, doable studies/pro-
grams” specifying the rationale and must get concurrence from regula-
tors, rather than not doing those and then going back to negotiate.

“On their own, they need to be proactive and more responsible 
to do real-world studies and active risk monitoring of patients in In-
dia.   We are now talking about more advanced niche therapies, im-
munotherapies, etc., where benefits may be considerable, but so also 
are the risks and the sponsor needs to create that body of informa-
tion sincerely post-approval in the interest of the Indian patients,” says 
Jaguste, a former senior executive at Amgen in India.

She believes sponsors may, otherwise, appear to be “just gaming, tak-
ing the system for granted”, while regulators appear to be “posturing.” 

“Both sides need to work toward creating a doable plan that will 
provide genuine benefit to patients in India.”

Jaguste stresses that for India, practical or pragmatic real-world stud-
ies postmarketing in a “reasonable” number of patients followed by 
long- term actively monitored safety in real-life clinic settings would go 
a long way. Such findings should be submitted to authorities as well as 
published to enhance local scientific knowledge (currently not much is 
available, she maintains). (Also see “Interview: Real World Evidence’s Com-
mercial Facet” - Scrip, 7 Aug, 2017 and “Patient Safety First But India’s ‘Interim 
Compensation’ Trial Rule May Spook Sponsors” - Pink Sheet, 26 Apr, 2018.)

“Authorities need to frame policies/rules that will provide valid in-
formation about the drug in Indians that can be used by the prac-
titioners to make informed decisions and by regulators to actively 
monitor safety of Indian patients,” Jaguste adds.
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Oncology, Multinationals 
Dominate Japan 2017 Approvals 
It was another busy year for Japanese regulators, who approved 38 new 
drugs in the fiscal year up to the end of this March, roughly maintaining 
the pace of the the previous 12 months and bringing some important new 
therapies to patients. New products for oncology and biologics featured 
heavily, with foreign multinationals dominating the list.

Japan approved 38 products containing new active in-
gredients in the fiscal year to this March 31, close to the 
tally of 40 cleared in the previous fiscal year and roughly 
in line with its global peers in the US and Europe.

Oncology was again a dominant category, with several 
important new therapies from multinationals receiving a 
regulatory nod in the period, show new figures released 
by the country’s national regulator, the Pharmaceuticals 
and Medical Devices Agency (PMDA).

By way of quantitative comparison, the US FDA ap-
proved 46 new drugs in calendar 2017, a 21-year high 
though not including cell and gene therapies, while 35 
new active substances were approved in the EU.

Including line extensions in the form of new dosages 
and indications, as well as biosimilars, blood products 
and vaccines, the PMDA’s total rose to 104 approvals in 
the last fiscal year. 

This tally was delivered with comparatively limited re-
sources, given the Japanese agency has said it plans to 
have just over 1,000 full-time staff by the end of this year, 
including around 580 product reviewers. This compares 
with the roughly 5,000 staff in the US FDA’s Center for 
Drug Evaluation and Review. 

The PMDA’s current mid-term plan calls for the con-
duct of at least 80% of standard drug reviews within 12 
months, and 80% of priority reviews within nine months, 
by the end of this fiscal year.

ONCOLOGY DOMINANT
Looking at fiscal 2017 however, of the approved new 
active ingredients, 10 were for orphan indications and 
seven for various oncology settings – including line ex-
tensions, this category included 24 products, easily dom-
inating the overall approvals by therapeutic category.

Among new cancer drugs, notable nods given in the 
period for two breast cancer drugs: Pfizer Inc.’s CDK4/6 
inhibitor Ibrance (palbociclib) for advanced recurrent dis-
ease and Lynparza (olaparib), a PARP inhibitor from Astra-
Zeneca PLC for maintenance use.

Chugai Pharmaceutical Co. Ltd.’s PD-L1 inhibitor Te-

centriq (atezolizumab) meanwhile received its first ap-
proval in Japan for non-small cell lung cancer (NSCLC). 
The drug enters a market that comprised around 134,000 
diagnosed patients in 2015, with the malignancy causing 
around 77,000 deaths annually.

An all-patient postmarketing surveillance scheme as a 
condition of the approval will require Chugai to gather 
comprehensive data on around 1,000 patients initially, 
after which the authorities will review the monitoring re-
quirements. Tecentriq remains in development in Japan 
for a broad range of other indications including small cell 
lung cancer, urothelial carcinoma, renal cell carcinoma, 
and breast, ovarian and prostate cancer.

Ono/Bristol-Myers Squibb’s PD-1-targeting antibody 
Opdivo (nivolumab) was the first of the new wave of im-
muno-oncology therapies to be approved for NSCLC in 
Japan, in late 2015.

OTHER NOTABLES 
Two new drugs for lymphoma, Mundipharma’s Difol-
ta (pralatrexate) and Celgene’s Istodax (romidepsin), were 
cleared, increasing the options for patients in Japan.

Among those given “special treatment,” AbbVie’s com-
bination hepatitis C therapy Maviret (glecaprevir/pibren-
tasvir) was cleared after a priority review, granted given 
the medical need for effective new therapies in Japan’s 
population of HCV sufferers.

Maviret provides a once-daily, ribavirin-free option for 
all genotypes and became the first and only eight-week 
therapy for type 1 and 2 patients without cirrhosis and 
new to direct-acting antiviral (DAA) treatment, including 
those with chronic kidney disease. The combo can also 
be used as a 12-week course for genotype 3-6 patients 
including those with compensated cirrhosis or those not 
cured by previous DAA therapy.

Just one product among the 38 new molecular enti-
ties approved in the period, Shionogi’s flu drug Xofluza 
(baloxavir), was cleared after a “sakigake” designation, 
which confers accelerated review for pioneering break-
through therapies in Japan.

Ian Haydock 

Editor in Chief 
Asia Pacific
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JAPAN FY17 NEW MOLECULAR ENTITY APPROVALS

DRUG (ACTIVE INGREDIENT); COMPANY INDICATION DATE APPROVED
Afstyla (lonoctocog alfa); CSL Behring Hemophilia (Factor VIII deficiency) Sept. 27, 2017

Amenalief (amenamevir); Maruho Herpes zoster July 3, 2017

Azilect (rasagiline); Takeda Parkinson’s disease Mar. 23, 2018

Bavencio (avelumab); Merck Serono Unresectable Merkel cell carcinoma (orphan) Sept. 27, 2018

Benlysta (belimumab); GSK Systemic lupus erythematosus (second-line use) Sept. 27, 2018

Besponsa (inotuzumab); Pfizer Relapsed/refractory CD22-positive acute lymphoblastic leukemia (orphan) Jan. 19, 2018

Cedarcure; Tori Japanese cedar pollen allergy Sept. 27, 2017

Darzalex (daratumumab); Janssen Relapsed/refractory multiple myeloma (orphan) Sept. 27, 2017

Difolta (pralatrexate); Mundipharma Relapsed/refractory peripheral T-cell lymphoma (orphan) July 3, 2017

Dupixent (dupilumab); Sanofi Second-line atopic dermatitis Jan. 19, 2018

Fasenra (benralizumab); AstraZeneca Intractable, uncontrolled bronchial asthma Jan. 19, 2018

Galafold (migalastat); Amicus Fabry disease with with GLA mutations (orphan) Mar. 23, 2018

Goofice (elobixibat); EA Pharma Chronic constipation Jan. 19, 2018

Hemlibra (emicizumab); Chugai Hemophilia in Factor VIII patients with factor inhibitors (orphan) Mar. 23, 2018

Hernicore (condoliase); Seikagaku Lumbar disc herniation with subligamentous extrusion refractory to conservative therapy Mar. 23, 2018

Ibrance (palbociclib); Pfizer Unresectable/recurrent breast cancer Sept. 27, 2017

Ibulief (ibuprofen L-lysine); Senju Patent ductus arteriosus in premature infants refractory to conservative treatment Jan. 19, 2018

Istodax (romidepsin); Celgene Relapsed/refractory peripheral T-cell lymphoma (orphan) July 3, 2017

Kevzara (sarilumab); Sanofi Second-line rheumatoid arthritis Sept. 27, 2017

Lynparza (olaparib); AstraZeneca Maintenance in recurrent ovarian cancer in complete or partial response to platinum-based chemotherapy Jan. 19, 2018

Maviret (glecaprevir/pibrentasvir); AbbVie Chronic hepatitis C or compensated cirrhosis type C (priority review) Sept. 27, 2017 

Nailin (fosravuconazole); Sato Onychomycosis due to Trichophyton sp. Jan. 19, 2018

Olumiant (baricitinib); Lilly Second-line rheumatoid arthritis (including prevention of structural joint damage) July 3, 2017

Orkedia (evocalcet); Kyowa Hakko Kirin Secondary hyperparathyroidism in maintenance dialysis Mar. 23, 2018

Ozempic (semaglutide); Novo Nordisk Type 2 diabetes Mar. 23, 2018

Parmodia (pemafibrate); Kowa Hyperlipidemia (including familial) July 3, 2017

Prevymis (letermovir); MSD Prophylaxis of cytomegalovirus in allogeneic hematopoietic stem cell transplant recipients (orphan) Mar. 23, 2018

Rexulti (brexpiprazole); Otsuka Schizophrenia Jan. 19, 2018

Rupafin (rupatadine); Teikoku Allergic rhinitis, urticaria, itching related to eczema, pruritus Sept. 27, 2017

Shingrix (vaccine); GSK Prevention of Herpes zoster Mar. 23, 2018

Sirturo (bedaquiline); Janssen Multidrug-resistant tuberculosis (orphan) Jan. 19, 2018

Sivextro (tedizolid); Bayer Bacterial skin infections, secondary ulcer, burn, trauma or surgery infections Mar. 23, 2018

Spinraza (nusinersen); Biogen Infantile spinal muscular atrophy (orphan) July 3, 2017

Tecentriq (atezolimumab); Chugai Unresectable advanced/recurrent NSCLC Jan. 19, 2018

Tremfya (guselkumab); Janssen Plaque/pustular/erythrodermic psoriasis, psoriatic arthritis (second-line) Mar. 23, 2018

Vizamyl (flutemetamol); Nihon Medi-Physics Visualization of beta-amyloid plaques in Alzheimer’s patients Sept. 27, 2017

Xofluza (baloxavir); Shionogi Influenza A or B (sakigake designation) Feb. 23, 2018

Zinplava (bezlotoxumab); MSD Prevention of recurrent Clostridium difficile infection Sept. 27, 2017

The cap-dependent endonuclease inhibitor received sakigake sta-
tus in October 2015 and was filed for approval in late October 2017, 
and requires only a single dose to be effective.

Foreign multinationals had a strong showing, accounting for 
around half of all the approvals and some three-quarters of the new 
molecular entity clearances. Janssen did particularly well in the pe-
riod, with three approvals (including line extensions), and several 
other multinationals including Pfizer, Sanofi and MSD (Merck & Co) 
had two each. 

BIOSIMILAR APPROVALS
PMDA approved biosimilars during the fiscal year, including inflix-
imab from Nichi-Iko and Yakuhan Pharma for rheumatoid arthritis, 
psoriasis, Crohn’s disease and ulcerative colitis, and rituximab from 
Sandoz for CD20-positive B-cell non-Hodgkin’s lymphoma and lym-
phoproliferative disorder. Mochida’s etanercept was approved this 
year for rheumatoid arthritis and polyarticular-course juvenile idio-
pathic arthritis, and Nippon Kayaku/Celltrion’s trastuzumab gained a 
nod in March for advanced gastric cancer with HER2 over-expression.
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Innovation Critical As Japan 
Pharma Faces Continued Pricing 
Pressures
Major Japanese pharma companies will add an estimated net $6.6bn in 
revenues through products launched over the 10-year period to 2027 to 
generate a combined total of $69.5bn, although average growth will be 
low, constrained mainly by pricing factors at home.

Ten major Japanese pharma firms will add $11.4bn in 
revenues from new drugs in the 2017-27 period, but low 
expected CAGR of 1% for the peer set reflects an expect-
ed $4.8bn in patent expiries for major products and other 
product sales losses.

The net positive gain of $6.6bn will give combined to-
tal predicted revenues of $69.5bn for the group – Astellas 
Pharma Inc., Daiichi Sankyo Co. Ltd., Eisai Co. Ltd., Kyowa 
Hakko Kirin Co. Ltd., Mitsubishi Tanabe Pharma Corp., Ono 
Pharmaceutical Co. Ltd., Otsuka Pharmaceutical Co. Ltd., 
Shionogi & Co. Ltd., Sumitomo Dainippon Pharma Co. Ltd., 
and Takeda Pharmaceutical Co. Ltd. – predicts the Japan 
Pharma Outlook 2027 report from Informa’s PharmaVitae.

The Japanese industry is facing challenges from drug 
reimbursement cost controls under the national health 
insurance, and these are expected to continue. 

A declining birth rate, and therefore working popula-
tion and tax revenues, will continue to pressure health 
system funding. 

PRICING PRESSURES
“The policy environment for Japan is a complicated mix 
of positive and negative government factors, depending 
on portfolio and business strategy,” the report states.

Pharma has faced price cuts every two years, but annual 
cuts are looming from 2020 after a two-year review, while 
government continues to support generics. The goal is to 
increase to 80% the volume share of such products in the 
substitutable market by 2020.

Introduced this April, repricing of products with sales 
beyond JPY35bn ($315m) will be considered four times a 
year, opening the way to more frequent cuts.

HIGHER INNOVATION HURDLES
Higher hurdles for drugs to be considered innovative 
and to qualify for a revised system of price premiums 
and the adoption of more regular assessments of cost-
benefit, will further dampen market growth. 

Under the new system of “innovation ratings” for com-
panies – based on factors including number of clinical tri-
als conducted, drugs in development, and completion of 
government-requested projects to commercialize high-
need products – PharmaVitae predicts that fewer than half 
of Japanese companies will be eligible for highest tier status.

STRATEGIES FOR GROWTH 
Cost-saving measures by the peer set, including contin-
ued job cuts and divestments of non-core or older brand-
ed products with generic competition, are expected.

Some consolidation is foreseen: “PharmaVitae believes 
Japan Pharma will at least partially revisit the consolidation 
approach seen in the 2000s as mid-sized companies seek 
greater economies of scale to become more competitive”. 

Mid-sized companies with established positions in the 
US may “seriously consider mergers in the near term to 
strengthen their US market penetration through existing 
commercialization rights,” forecast the report. 

KEY THERAPY AREAS 
PharmaVitae expects there to be an increased focus on 
key therapeutic growth areas such as oncology and CNS, 
the US and emerging markets, while regenerative medi-
cine provides attractive opportunities in Japan. 

The oncology market for the peer set is forecast to 
grow by $5.4bn to reach $17.0bn in 2027, and CNS to 
increase by $3.6bn to $14.1bn. 

MAIN WINNERS
The main growth companies out to 2027 are expected to 
include Eisai with an additional $1.54bn added to the top 
line, and Takeda with an additional $1.27bn. 

Eisai’s Alzheimer’s therapy aducanumab is seen be-
coming the highest-selling pipeline product with $1.9bn 
in sales by 2027, but Astellas’ pipeline is seen as the most 
valuable, with launches adding $2.6bn to top-line rev-
enue by the same year.

Ian Haydock 

Editor in Chief 
Asia Pacific
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Too Bullish On The Philippines?
Pharmaceutical and life sciences companies seem to be reawakening 
to the growing market opportunities in the Philippines, where the 
demand for health care is expected to continue rising with an increase 
in the population (to over 100 million), growth in per capita GDP 
income, increased spending on medical care and expanding interest in 
investment in health care facilities.

The Philippines attracted far greater attention in the 1970s 
and 1980s. However, thereafter followed a period of eco-
nomic and political uncertainty that made many foreign 
investors wary of stepping up investment and marketing 
efforts. There appears to be more stability now. 

AN INVESTMENT DESTINATION
Despite somewhat unpredictable political leadership, the 
Philippines is gaining favor again as an investment desti-
nation. Once dubbed “the sick man of Asia,” the country is 
now being touted by many as the ASEAN nation worthy of 
investment consideration.

Increased government spending along with the above-
mentioned growth in population and private consump-
tion are likely to enable the Philippine economy to grow 
at least 6.9% in 2019 (see Table). Historically low domestic 
interest rates and favorable credit conditions are also likely 
to help drive both public and private sector demand.

As one of the fastest-growing economies in the world, 
the Philippines is surpassing expectations, registering over 
6% GDP growth in the last six years. Foreign direct invest-
ment reached $10bn in 2017, reflecting strong investor 
confidence. 

Following improved bilateral relations, China has been 
showing greater interest in investing in the Philippines and 
pledged about $24bn during President Rodrigo Duterte’s 
Beijing visit in 2016. These investments, part of China’s Belt 
and Road Initiative, will play a key role in sustaining growth 
and will likely fuel infrastructure expansion via the Philip-
pines’ Build, Build, Build program. 

China’s interest in the Philippines is also reflected in the 
number of tourists from Mainland China, which grew by 
43% in 2017 to over 1 million.

The Philippines continues to compare favorably with 
other Southeast Asian economies (see Table).

INVESTMENT IN THE PHILIPPINES
The Philippine government promoted the country as a 
top investment destination for 2018. And many indices 
and factors support investment there. 

But despite the country’s attraction as an investment 
destination, there are issues and possible risks, the major 
ones being:

1. a number of foreign companies looking to invest in the 
Philippines say the government must provide more 
impetus for foreign investors. They argue that foreign 
companies could further contribute to the administra-
tion’s efforts, especially on infrastructure, if only there 
was a more encouraging environment to do so; 

2. increase in personnel costs. Salaries are still attractive 
in global and regional terms but show an upward 
trend. Further, finding available, trained personnel is 
becoming more difficult. At the same time, there are 
ample new graduates entering the job market. This 
will result in an increase in turnover rates, offset by an 
increase in the number of candidates, many of whom 
will require intensive on- and off-the-job training. 

3. the worsening traffic in Manila can be traced back to un-
der-investment in infrastructure over many years. During 
the Aquino administration, investment in infrastructure 
accounted for only 2–3% of the country’s GDP. It has not 
kept pace with infrastructural shortcomings, or with ris-
ing income levels, and with expectations of Filipinos.

President Duterte has made infrastructure improvements 
a priority in his “Dutertenomics” economic strategy. The Build, 
Build, Build program is at the center of his socioeconomic 
agenda. It is hoped infrastructure projects will increase the 
country’s productive capacity and create jobs, increase 
incomes and ultimately reduce poverty. 

The government aims to raise infrastructure spending 
to 7% of GDP over 2018 and 2019. Public infrastructure 
spending is targeted to reach PHP8–9tn (about $180bn) 
during the period 2017–2022. 

In a rare disapproval of his administration, President 
Duterte’s plans have come under fire, with many Filipinos 
blaming rising prices on a new tax bill implemented to 
raise funds for the infrastructure plan. TRAIN (Tax Reform 
for Acceleration and Inclusion Law) took effect in January 

Salman Bokhari 

Managing Director 
Sidrapex, Singapore
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2018 and witnessed excise taxes being raised on fuels, levies on 
sweetened beverages and lowering of some personal income taxes, 
among other measures. 

LEADING MEDICAL CONDITIONS
The Philippines ranks 161 out of 224 in terms of life expectancy (CIA 
World Factbook), with the average life expectancy being 69.2 years. 
Filipino women are reported to have a higher life expectancy (72.9 
years) than men (65.7 years). Listed below are the leading 10 causes 
of death and disease in the Philippines.

1. Coronary heart disease. Labeled the “silent epidemic,” coro-
nary heart disease accounts for about 17% of all deaths annu-
ally in the Philippines (estimated 87,881 deaths).

2. Hypertension. The World Health Organization (WHO) estimates 
that more than 14 million Filipinos suffer from hypertension.

3. Stroke. Stroke is the second highest cause of death in the 
Philippines, accounting for over 63,200 deaths annually.

4. Influenza and Pneumonia. According to the WHO, nearly 10% 
of all deaths in the Philippines annually are caused by influenza 
and pneumonia. Being highly contagious, influenza spreads 
quickly and can be deadly if not treated in a timely manner.

5. Breast Cancer. The Philippines has the highest breast cancer 
incidence worldwide. The country has seen a 589% increase in 
breast cancer over a 30-year period. One in four Filipino  
women with breast cancer die within the first five years of diag-
nosis, with two out of every five women dying within  
10 years of diagnosis.

6. Tuberculosis. Tuberculosis accounts for 5% of all deaths annu-
ally in the Philippines.

7. Lung Disease. The Philippines Council for Health Research and 
Development estimates lung disease and lung cancer com-

prise the leading cause of cancer-related deaths in males and 
the third highest cause among Filipino women, accounting for 
over 16,000 deaths (2014 figures).

8. Diabetes Mellitus. Being the fourth leading cause of deaths 
(57,000 cases), it is estimated that there are over 3.5 million 
cases of diabetes in the Philippines. An additional 1.84 million 
are presumed to be undiagnosed.

9. Kidney Disease. Kidney disease has reached epidemic propor-
tions in the Philippines with an estimated 16,000 people dying 
each year. According to the Philippines Renal Disease Registry, 
there are over 28,000 Filipinos undergoing dialysis.

10. Asthma. Asthma affects more than 28,000 Filipinos, accounting 
for 2% of deaths annually.

It is expected that by 2030 the burden of disease in the Philippines 
will rise, with the number of DALYs (Disability-Adjusted Life Years) lost to 
non-communicable diseases rising from 18.1 million in 2016 to almost 
24 million by 2030. 

Among infectious diseases, HIV/AIDS is the only condition for 
which the burden is expected to grow by 2030. UNAIDS reckons that 
there were around 36,000 people living with HIV in the Philippines in 
2014. Newly diagnosed cases are being added every year.

The International Diabetes Federation (IDF) expects diabetes prev-
alence rates in the Philippines to increase to 7.1% by 2035. That trans-
lates to an additional diabetic patient number of 2.7 million. 

Today there are over 98,000 cancer patients, a figure expected to 
increase to over 146,000 patients by 2025. Women are likely to out-
number men in the new cancer-patient category.

HEALTH CARE SYSTEM
Compared with other ASEAN economies, the Philippines spends almost 
the same on health care as a percentage of its GDP as Singapore. How-
ever, outcomes and returns vary between the two countries. (See Table.)

SELECTED ECONOMIC INDICATORS

INDICATOR 2013 2014 2015 2016 2017
2018 

ESTIMATE
2019 

ESTIMATE
% GDP growth 7.1 6.1 5.9 6.8 6.7 6.8 6.9

Inflation (% change) 2.95 4.18 1.42 1.78 3.2 4.0 3.9

Per capita % GDP growth 5.31 4.43 4.9 4.6 5.0 5.1 5.2

Current account balance (% of GDP) 4.2 4.4 2.5 -0.4 -0.8 -1.0 -1.4

Exchange Rate to the US dollar 42.45 44.4 44.65 49.76 49.91 51.70 54.09

Population (million) 97.5 99.4 101.4 103.5 104.9 106.5 108.1
Source: Asian Development Bank, World Bank, IMF, Sidrapex estimates

SELECTED ASEAN GDP GROWTH, 2018-19

VIETNAM CAMBODIA LAOS PDR MYANMAR PHILIPPINES INDONESIA MALAYSIA THAILAND SINGAPORE
BRUNEI 

DARUSSALAM
2019 6.8% 7.0% 7.0% 7.2% 6.9% 5.3% 5.0% 4.1% 2.9% 2.0%

2018 7.1% 7.0% 6.8% 6.8% 6.8% 5.3% 5.3% 4.0% 3.1% 1.5%
Source: Asian Development Bank (ADB), Sidrapex analyses
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The Philippines has witnessed dramatic changes to 
its health care system in the last 20 years or so, with the 
government introducing multiple reforms and policies 
to provide easy access to health benefits.

Based on the Department of Health’s (DoH) statistics, 
there are over 1,800 licensed hospitals in the Philippines, 
with more than 1,100 being privately operated, whereas 
the remaining 700 or so public hospitals are operated 
by the DoH (70 hospitals), by regional and local govern-
ments, or by other state-run agencies. 

Most hospitals in the Philippines provide efficient and af-
fordable health services. However, facilities are not of a uni-
form standard. Private hospitals have better technical facili-
ties than public hospitals; thus they assure patients of higher 
quality service, and this is reflected in their fee structures.

Health care providers and health educators are largely 
concentrated in urban areas, such as Metro Manila, result-
ing in a shortage of health care workers in rural areas.

The Philippines health care system is a combination of a 
publicly funded and a private system. Primary public care 
is delivered through public health and primary health care 
centers, which in turn are linked to peripheral Barangay 
Health Centers (BHCs) or health outposts. 

Private health care services are well established and 
concentrated in the urban centers. This sector, much larg-
er than the public sector in terms of human, financial and 
technological resources, is also growing faster than the 
public sector, helped in part by rising disposable incomes. 

Catering to the needs of an estimated 30% of the popu-
lation, the private health care sector is structured like the 
North American model, with independent free-standing 
hospitals and private clinics, which depend on fee-for-
service payments.

Since 2017, the Philippines has had a Universal Health 
Care (UHC) system, which aims to provide services to all 
citizens – disease prevention, treatment and rehabilitation. 
The Philippine Health Insurance System (PhilHealth) is be-

ing reorganized as the Philippine Health Security Corpora-
tion (PHSC), which will serve as the “national purchaser of 
health services.” 

It has set out to make Filipinos aware of their entitle-
ments and responsibilities, so they may avail themselves 
of effective health services and reimburse their health 
care expenses through PhilHealth.

It is estimated that one in four Filipinos die of heart 
disease, stroke or other non-communicable diseases 
(NCDs) before age 70. But with its strained financial re-
sources the Philippines UHC program lacks the necessary 
funds to cover NCD care, forcing many patients to either 
skip treatment or take on increasing debt. 

However, starting December 2012, with the passage 
of the Sin Tax Reform Bill, the situation changed dramati-
cally. Proceeds from increased taxes on tobacco and al-
cohol products made possible increased enrollment in 
UHC programs and scale-up of NCD prevention. 

In the first year alone, $1.2 billion in new “sin” taxes en-
abled the government to provide primary health care 
to an additional 45 million Filipinos. Today, an estimated 
82% of the population of over 100 million people are 
covered by PhilHealth. Of revenues from the sin tax, 15% 
are allocated to help tobacco farmers find alternative 
livelihood sources. The remaining 85% is used to fund 
UHC programs and train doctors and nurses. 

With affordable tobacco prices, an estimated 240 
Filipinos die every day from tobacco-related causes. But 
the sin tax is also helping young people kick the deadly 
habit. It is an innovative health care financing approach 
and one that is a win-win for all. The government aims to 
reduce premature mortality by 25% by 2025.

PHYSICIAN NUMBERS
According to the Philippines Medical Association, there 
are about 130,000 licensed physicians in the country; how-
ever, only around 70,000 are actively working. An ongoing 

HEALTH CARE EXPEDITURES IN ASEAN COUNTRIES 

COUNTRY
PER CAPITA HEALTH CARE EXPENDITURE  
IN USD NOT INFLATION ADJUSTED (2015) HEALTH EXPENDITURE AS % OF GDP (2012)

Philippines 127 4.6%

Brunei Darussalam 812 2.3%

Cambodia 70 5.4%

Indonesia 112 3.0%

Lao PDR 53 2.9%

Malaysia 386 4.0%

Singapore 2,280 4.7%

Thailand 217 3.9%

Vietnam 117 6.6%
Source: WHO Data, Sidrapex analyses
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debate exists about whether there is a doctor shortage. There are an 
estimated 3.9 doctors per 10,000 population, which is clearly on the 
low side. And the WHO estimates 44 health care workers are needed 
per 10,000 population. This compares with an estimated 17.2 health 
care workers per 10,000 population (2016 figures) in the Philippines. 

Attracted by the prospect of higher salaries, in recent years some 
Filipino doctors have retrained as nurses and migrated to the US or 
Japan. In addition to many medical professionals and health care 
workers moving overseas for better-paying jobs, the Philippines is 
not producing sufficient medical graduates to meet rising demands. 
It’s estimated 2,600 new doctors a year are not enough to meet in-
creasing needs. 

Current estimates state the Philippines has one doctor for every 
33,000 persons. Experts reckon there is a shortage of about 60,000 
doctors in the nation, with rural areas being particularly affected.

Risk for contracting infectious and food or waterborne diseases 
such as bacterial diarrhea, hepatitis A and typhoid fever is very high; 
vector-borne diseases such as dengue fever, malaria and Japanese 
encephalitis are also common. Highly pathogenic H5N1 avian influ-
enza (bird flu) has been identified in the Philippines too.

DRUG DISTRIBUTION AND RETAIL BUSINESS
Zuellig Pharma and Metro Drug (also part of the Zuellig Pharma 
Group) are the two leading distributors, controlling over 85% of 
the distribution channels in the Philippines. Unlike manufacturers, 
wholesalers and distributors are not mandated to comply with good 
distributing practice (GDP) standards. The rest of the distribution 
channel is serviced by small distributors, with none likely to challenge 
the dominance of the Zuellig Group in the short term.

The retail sector is serviced largely by Mercury Drug, with over 700 
company-owned and franchised stores and more than 9,000 employ-
ees. Retail pharmacies service almost two thirds of the total market, 
with the rest of the retail trade going through hospital pharmacies and 
Botika ng Barangay (government community-based drug outlets). 

Apart from Mercury Drug, there are two generics-focused pharmacy 
chains, The Generics Pharmacy (TGP) and Generika, which between 
them have almost a 30% market share. Watsons, Rose Pharmacy and 
South Star Drug are other drug retailers challenging Mercury Drug’s 
dominance. For the time being, Mercury Drug has negotiating power 
to extract additional discounts from pharmaceutical manufacturers.

THE PHARMACEUTICAL MARKET
The Philippines is the third largest pharmaceutical market in the 
ASEAN region, forecast to reach over $4.6bn by 2021 from its esti-
mated current size of $3.6bn, and growing at an estimated CAGR 
of over 5%. 

The antineoplastic therapeutic class accounts for 3.6% of the 
market, and is projected to grow faster than the total market. The 
alimentary tract and metabolism segment continues to be the larg-
est segment. Cardiovascular system and systemic anti-infectives are 
also among the leading segments.

The pharmacy retail sector comprises an about 87% of the total 
market and is the main driver for growth. Market experts believe as 
of 2019 the hospital sector will grow faster than retail. Hospital sec-

tor growth will be driven by the increase in the government health 
care budget starting in 2018, as well as the tax reforms to improve 
the public health care system.

Unilab is the leading pharmaceutical company in the Philippines, 
active also in a number of other Asian markets. From relatively hum-
ble beginnings in 1945, the Unilab Group is now involved not only 
in pharmaceuticals, but also in animal health, personal care, OTC 
products and health care services. 

Despite its size, Unilab continues to evaluate innovative ways to 
access new markets, such as its RiteMed initiative to supply cost-
effective branded generics in its home market (see Profiles, “Saten 
Philippines – A Promising Start” and “RiteMed Philippines – Carving A 
New Niche In The Crowded Generics Market”).

Pharmaceutical prices in the Philippines are among the highest 
in Southeast Asia. Coverage available for outpatient drugs and rela-
tively low health care rates are the major contributors to high pric-
es. Poor hospital purchasing practices, high retail margins and the 
high cost of importing pharmaceutical ingredients also contribute. 

There is a mandatory price cap on some essential drugs to improve 
access, but that has not lowered prices substantially. In some cases, 
foreign branded drugs are being sold with discounts of up to 60%.

Most Filipinos prefer brand-name drugs, although the govern-
ment has mandated dispensing of generic drugs in public hos-
pitals. With an increase in prescriptions, acceptance of generics is 
growing and today they comprise 65% of the total market by vol-
ume. Generic sector growth is an estimated 6% since 2010.

The Philippines is also a preferred destination for conducting pre-
launch Phase III clinical trials, being ranked eighth in terms of an-
nual growth among the top 10 countries worldwide and growing 
at over 30% per annum. 

GOING FORWARD IN THE PHILIPPINES
An ongoing increase in pharmaceutical consumption, coupled with 
a government investment program in universal health care, as well as 
economic and population growth, make the Philippines an interest-
ing and attractive mid-term pharmaceutical market in Asia. 

This is not to suggest there are no challenges in the Philippines. 
International companies frequently cite lack of decision-making 
transparency and corruption as key challenges. Regulations and pro-
cesses for handling VAT and taxation are sometimes perceived to be 
non-transparent. Bureaucracy also can slow down decision-making, 
manifested by the time it takes to register new products. 

Given that the Philippines is an archipelago comprising over 
7,000 islands, lack of infrastructure and reliable logistics make it 
challenging to transport medicines in a timely manner. This means 
most health care facilities are concentrated in greater Metro Manila 
and around Cebu. However, the need for quality and reliable health 
care is also high in the outlying provinces. 

Despite this, there are consistent increases in per capita drug 
consumption. The government is also encouraging local manu-
facturing to meet domestic needs for essential medicines, with 
Bangladesh cited as a role model at times. However, it is also an 
opportunity for pharma MNCs to consider licensing or even direct 
investment in this market.
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SANTEN PHILIPPINES – A PROMISING START

Santen, the number one eye-care company from Japan, had been selling and marketing its products for several years in 
the Philippines via a third-party distributor. To further strengthen its ophthalmology prescription business in Japan and to 
develop a platform to accelerate growth in Asia and Europe, Santen acquired the ophthalmology assets of Merck USA in May 
2014 in a deal valued at about $600m. This has proven to be a game changer for Santen in multiple markets, including the 
Philippines where the company was able to double its turnover and substantially improve its market position, catapulting it 
to the number two position in the ophthalmology market there.

Scrip interviewed Tomoyuki Yoshida, regional managing director for Santen Pharmaceutical Asia, on prospects for the 
Philippines market. 

Q Does the Philippines represent a mid-term 
growth opportunity?

With over 1,000 ophthalmologists and the ophthalmolo-
gy market valued at over $50m, we regard the Philippines 
as an important contributor to Santen’s mid-term growth 
plans in Southeast Asia. Toward that end we have been 
investing accordingly and have set up our own 100% 
subsidiary in the Philippines. We expect the prescription 
ophthalmology market to grow at over 10% in the mid-
term and want to be in the best position to capitalize on 
that growth too.

Q What are the leading ophthalmology therapeutic 
classes of interest?

Dry eye and glaucoma segments are the high-valued thera-
peutic classes in the ophthalmology segment. The dry eye 
segment is driven by an increasing number of digitally en-
gaged dry eye patients as well as new product launches in 
the category. Growth in the glaucoma segment is driven by 
new prostaglandin and fixed combination drug products. 
Santen is growing faster than the market in both categories. 
Other therapeutic segments showing good growth are anti-
infectives and eye tonics. Note that the anti-infectives seg-
ment is relatively small, both in terms of value and growth.

Q What are some of the key factors for market suc-
cess in the Philippines?

One of the major success factors for us in the Philip-
pines is to continuously add innovation to our product 
portfolio and services. Santen’s R&D-based products are 
made in Japan and as such are of high quality, provid-
ing efficient patient outcomes. Moreover, to succeed, we 
support our sales and marketing activities with regular 
scientific programs to further improve knowledge and 
awareness about treating eye disease. Most ophthal-
mologists in the Philippines are US-trained, so American 
companies do have an advantage. However, doctors are 
open to new therapies. Japanese companies generally 
have a high-quality reputation and a company like Sant-
en offers viable prescribing alternatives.

Q What are some of the future ophthalmology 
therapeutic segments expected to show promis-

ing growth?

The Philippines is considered an emerging market and a 
newly industrialized country that has an economy tran-
sitioning from agriculture to one based on services and 
manufacturing. The IT and business process management 
sector has grown to be the second largest in terms of dollar 
income for the economy. An increasing number of Filipinos, 
especially in urban areas, are becoming digitally engaged 
and as a result the incidence of dry or tired eye sufferers 
has been increasing. We see the OTC dry eye segment as 
an opportunity for growth where our products can provide 
an option for self-medicating consumers. We want to reach 
these consumers and provide better treatment options. We 
are also clearly seeing a move in treatment emphasis from 
the front to the back of the eye. As life expectancy increases, 
age-related macular degeneration is on the increase as are 
diabetes-related eye diseases. From another viewpoint, my-
opia treatment is becoming popular especially for young 
children, because of the change of lifestyle. 

Q How can a relatively small company like Santen 
attract and retain good talent in the Philippines?

We are indeed relatively smaller when you compare us 
with our major competitors, for example, Alcon, Allergan, 
Bausch & Lomb. However, we are quite focused and we 
look for candidates who want to build longer-term ca-
reers with our company. We offer an environment where 
our employees can enjoy what they do and can help us 
grow our business in an entrepreneurial manner.

Q What were the major issues that Santen faced in 
restructuring and building up its Philippines busi-

ness and how were these resolved?

We did not face many issues for building up the business. 
Since the government hospital sector is still relatively 
small, most companies do not have the same challenges 
as in some other ASEAN markets regarding pricing and 
reimbursement. There is no language barrier also. 
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RITEMED PHILIPPINES – CARVING A NEW NICHE IN THE CROWDED GENERICS MARKET

Set up in 1945, Unilab is the number one health care company in the Philippines, with interests in prescription pharmaceuticals, consumer 
health care, personal care and animal health products. Over the years, Unilab has maintained its leadership position not only by offering 
high-quality and affordable health care products, but also by responding to market and environmental changes. Answering to the govern-
ment’s call to increase access to lower-priced drugs, Unilab set up RiteMed in 2002, with the mission to market and distribute quality generic 
medicines at affordable prices. Making use of established scale economies, the company was able to offer RiteMed products priced 20–75% 
cheaper than its branded equivalents. By making quality generic drugs more accessible to poorer patients, RiteMed also profitably met its 
revenue targets of over $20 million in less than five years (see Table). Scrip interviewed Jose Maria Ochave, senior vice president, Unilab Business 
Development Group, on the rise of RiteMed and also the prospects for the Philippines market. 

Q Was RiteMed a departure from a business-as-usual  
approach? What differentiated RiteMed from generic and 

other companies?

RiteMed was indeed a disruptive business move to strategically re-
spond to the changing market needs. The usual product branding 
convention was replaced in favor of a corporate branding approach. 
This differentiation made it easier for patients to remember only one 
name, viz, RiteMed, instead of multiple brand names. The novel ap-
proach, in the context of the Philippines, also paradoxically helped 
reduce marketing costs in a marketing/promotion-intensive market 
environment. The resulting savings were passed on to patients in the 
form of more cost-effective medicines. The RiteMed platform brand 
today has successfully positioned itself as offering quality products at 
affordable prices from a reliable source.

Q Did the overall political and macroeconomic environment  
at the time help RiteMed’s launch?

RiteMed was launched both in response to a market need and gov-
ernment pressure to make medicines more affordable to a larger 
cross-section of the population. Initially, the company had about 80 
medical representatives calling on doctors. With the imposition of the 
Maximum Drug Retail Price in September 2009, reducing the selling 
prices of some of the biggest brands by up to 50%, RiteMed moved 
to quickly adapt its business model. Today, the company has no medi-
cal representatives. It relies instead on lay press and digital advertising, 
encouraging patients to ask for the RiteMed value-for-money brand, 
synonymous with quality medicines at highly affordable prices.

Q Was RiteMed able to quickly and cost-effectively  
build its market presence? What were some of the key  

lessons learned?

After its launch in 2002, RiteMed became quite well known to the 
prescribing doctors and the dispensing pharmacists. Starting in 2011, 
when the company began using TV and radio advertising, the RiteMed 
brand also became widely known to the general public. Well-known 
personalities endorsed the corporate brand, which helped tremen-
dously. RiteMed was helped by being a privately owned company; it 
was not driven by quarterly figures and could test assumptions about 
new strategies without the pressure of the stock market.

Q How long did it take for competitors to copy the RiteMed  
business model?

The key competitor, Pharex, stuck to it doctor–sales-rep model and 
was slow to adapt to market changes. With its new strategy, RiteMed 
took considerable market share away from Pharex before acquiring 
the company in 2016.

Q Is profitable and ambitious growth possible with a RiteMed-
type business model in the Philippines? 

RiteMed has demonstrated that it is possible to combine a business 
model that consistently delivers market success with meeting cor-
porate social responsibility objectives. It is not an easy model to ex-
ecute. We undoubtedly benefit from being part of Unilab, which has 
developed long-standing positions of mutual trust with the health 
care profession. Our Unilab relationship also enables us to capitalize 
on the considerable economies of scale in manufacturing, product 
sourcing, quality assurance, supply chain and IT. Our success has also 
enabled us to attract promising human talent able to grow as we 
grow the business. However, we are aware that to be successful we 
need to constantly reinvent ourselves to adapt to changing market 
needs. Who knows what the RiteMed of the future will look like, but 
we will continue to innovate as best and as fast as we can.

RITEMED PHILIPPINES REVENUE, 2012-17 

2012 2013 2014 2015 2016 2017

Unbranded market (PHP) 7,500,000 7,021,277 7,783,533 8,981,270 8,830,031 9,218,388

RiteMed sales (PHP) 2,400,000 3,300,000 3,984,700 4,756,590 4,744,107 5,472,654

RiteMed % share 32.0% 47.0% 51.2% 53.0% 53.7% 59.4%

No. of SKUs 85 110 112 113 118 135

Source: Unilab



What’s Driving The Uptick In 
Korea-China Biotech Deals
Bilateral ties between South Korea and China may have slumped to a 
new low, but that doesn’t seem to have deterred deals between firms 
in the two nations in the biotech space. Scrip takes a closer look at the 
deal-making flow and whether it is sustainable.

Open innovation has been the buzzword for the South 
Korean pharma/biotech industry for some time; now the 
quest to find partners and tap capital they badly need to 
conduct clinical trials and advance into global markets 
has reached new heights.

In recent months, deal-making between South Korean 
pharmas/biotechs and Chinese companies has been 
surprisingly dynamic, despite a cooler relationship and 
slower bilateral exchanges between the two countries 
since the deployment of the Terminal Altitude Area De-
fense (THAAD) missile system in South Korea.

The valuation of the deals may not match mega deals 
reached by Hanmi Pharmaceutical Co. Ltd. with multina-
tional drugmakers in 2015, but the Chinese and South 
Korean biotech sector has seen a spike in deals. While 
the transactions may be smaller in scale they are more 
sophisticated in terms of collaboration methods.

DRIVING FORCE
The driving force, firstly, is a strong desire between the 
two sides to collaborate, they note.

“Open innovation has already been quite active in ma-
jor overseas markets for a long time and it is also settling 
as a trend in South Korea,” says Jae An, an investment di-
vision manager of Partners Investment.

“Korean pharmas are realizing that it is much less ef-
ficient to develop novel drugs by themselves in terms of 
cost and time and are stepping up efforts to collaborate...
to prepare for future growth engines.”

Chinese companies, on their part, are eagerly hunting 
for new assets, fueled by a rush of capital influx to bio-
pharma startups and propelled by the government’s re-
cent regulatory change to encourage new drug launches.

To that end, the number of biotech deals between 
China and South Korea has bounced back since a fallout 
of Hanmi’s deals with Boehringer Ingelheim GMBH. (Also 
see “‘In China For Global’ Approach Fuels Chinese Biotech 
Forays” - Scrip, 20 Jun, 2017.)

Recent deals include Chinese active pharmaceutical 
ingredients (API) manufacturer Zhejiang Huahai Pharma-
ceuticals Co. Ltd.’s $30m investment for a significant stake 

in Eutilex Co. Ltd., plus an additional $8.5m to obtain exclu-
sive rights to Eutilex’s immuno-oncology asset EU101, cur-
rently in the preclinical stage. (Also see “Chinese API Maker 
Huahai Leaps Into IO Via Korean Startup” - Scrip, 7 Sep, 2017.)

Eutilex, which focuses on the development of antitu-
mor T-cell and antibody therapeutics, is actively explor-
ing collaborations, licensing and business opportunities 
in China, the US and EU. (Also see “After Record Series A, Eu-
tilex Eyes T-Cell, Antibody Partnerships” - Scrip, 22 Dec, 2016.)

“Huahai is a typical Chinese domestic drugmaker 
eyeing to enter the innovative drug space via overseas 
investment. Its deal structure with Eutilex involves an 
equity investment in the target company; obtaining the 
Chinese rights with up-front, milestones-based payment 
and product sales royalties; and profit sharing based on 
clinical data use toward future regulatory filling.” says 
John Niu, Shanghai-based biotech investor.

“Sometimes, Chinese companies won’t feel comfort-
able or think a deal fair if it’s only asset investment.”

In September, HanAll BioPharma Co. Ltd. licensed out 
its first-in-class antibody drug for autoimmune diseases 
and ophthalmic solution for dry eye disease to China’s 
Harbour BioMed, in a deal worth $81m. Harbour BioMed 
holds the drug’s exclusive rights in China, Hong Kong, 
Taiwan and Macau.

In May, Celltrion Inc. became the first foreign company to 
get approval from Chinese authorities to begin clinical trials 
of an antibody biosimilar in China, in its bid to challenge the 
rapidly growing market and further expand its global bio-
similar presence. (Also see “Celltrion Gets Go-Ahead For Rem-
sima Trials In China, Mulls JV” - Scrip, 25 May, 2017.)

Government support plays a key role in helping South Ko-
rean biotechs to succeed overseas, Chinese executives say.“

The valuation of Korean assets is another aspect. While 
Huahai’s investment of $30m for 18.75% of Eutilex, ef-
fectively values the Korean company at $160m, financial 
terms were not disclosed in the case of early deals like 
the Chinese biotech start-up Zai Lab Ltd.’s licensing pact 
for Hanmi’s HM-61713, a TKI inhibitor targeting T790 mu-
tations in small-cell lung cancer patients. 
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AMPLE CAPITAL AND SIMILAR BACKGROUNDS
“There are so many biotech companies in China. They all have to meet 
their needs such as launching IPOs and propping up pipelines. They 
have abundant funds, so they are aggressively seeking licensing deals,” 
Junghee Lim, executive managing director of Intervest, told Scrip.

Amid rapid growth in industries overall, the biotech industry and 
market are growing sharply in China. As a result, South Korean and for-
eign biotechs/pharmas are keen to enter. However, it is difficult to en-
ter the Chinese market independently due to government regulations 
and culture, so foreign companies opt for alliances with Chinese firms.

“China’s biotech industry has ample capital. Their leaders have studied 
and worked in the US for decades. There are about 10,000 such person-
nel in China. In South Korea, it isn’t easy to find partners as there aren’t 
many R&D-oriented companies and they tend to focus more on owner-
ship,” said Sang Hoon Lee, CEO of ABL Bio Inc. in an interview with Scrip.

ABL Bio is collaborating with two Chinese biotech firms to jointly 
research immuno-oncology therapies using bispecific antibodies 
with a goal to file INDs in the US and license the drug candidates to 
big pharma. The ABL Bio chief declined to identify the Chinese firms.

Lee chose to tie up with Chinese companies partly because their 
CEOs and he share similar backgrounds. They worked in multination-
al pharmas for many years before going back to China to start their 
own companies based on their experience and know-how in the US.

“The success rate in new drug development is less than 1%. We 
seek open innovation as it is difficult to do this by ourselves. We don’t 
have sufficient money so we jointly research and develop with Chi-
nese companies and others,” Lee says.

CHINA’S CAPITAL CONTROL
By the end of 2015, China Inc. had a total of $4.37tn in capital outside 
China. The rapid outflow of capital has prompted the Chinese foreign 
currency authority to tighten control. That has impacted the overseas 
expansion plans of Chinese companies, and entering 2017, large deals 
like Luye’s €245m ($293m) acquisition of Swiss Acino have been rare.

Analysts expect China’s policy control to be temporary, and help 
make overseas investment more targeted. “The Chinese government 
still encourages companies to expand overseas, in my opinion. But 
the acquisition will need to be more focused. Although the control 
has halted many projects, it will bounce back in the long term,” HEK 
Consulting‘s managing director and partner Helen Chen said in a fo-
rum in February.

Despite the tightening capital outflow controls, South Korean bio-
techs appear undeterred. Many see overseas partners and capital as 
the only way to further propel their new drug development.

BIOSIMILARS BET
Globally, South Korean biotechs are particularly strong in biosimilars devel-
opment, which has caught the attention of Chinese biotech companies.

Celltrion’s Remsima, generic version of Janssen Biotech Inc.’s Remi-
cade (infliximab), recently gained Chinese approval after the com-
pany’s IND filing with the China FDA in January 2014. Earlier this year, 
Celltrion also filed IND applications to begin clinical trials in China for 
Truxima and Herzuma, generic versions of Roche ’s MabThera (ritux-
imab) and Herceptin (tratstuzumab).

Celltrion is considering setting up a JV with a Chinese firm as well 
as building a plant. It said details for the JV and plant in China haven’t 
been determined yet. But tensions between the two countries ap-
pear to have impacted some alliances as well.

Amid a worsening wider bilateral relationship between South Ko-
rea and China, as well as weak Hong Kong stock market conditions, 
Hong Kong-listed Tongfang Kontafarma Holdings Ltd. earlier decided 
to cancel a planned equity investment in South Korea’s Binex Co. Ltd.

The duo, in June, instead agreed to opt for a joint venture to de-
velop their biologics business in China. Binex is a biologics contract 
manufacturer that is already handling production and process devel-
opment for Aprogen’s biosimilar infliximab GS071, awaiting regula-
tory approval in Japan.

OTHER CROSS BORDER DEALS
Among other cross border deals, Samsung Bioepis Co. Ltd. tied up with 
Takeda Pharmaceutical Co. Ltd. in August to develop novel biologics, 
moving beyond its core focus on biosimilars. Under the strategic collabo-
ration, the two companies will jointly fund and co-develop multiple novel 
innovative biologic therapies in unmet disease areas.

LegoChem Biosciences Inc., a South Korean company with a pro-
prietary antibody-drug conjugate technology, entered into a research 
collaboration in February with Swiss biotech Novimmune SA to evalu-
ate an ADC candidate. In January, LegoChem also signed a research 
licensing deal with Takeda Pharmaceutical Co. Ltd. to evaluate next-
generation ADC candidates.

There have also been increased collaborations between Korean bio-
techs and pharmas. In March Dong-A ST Co. Ltd. and ABL Bio agreed 
to jointly research, develop, manufacture and commercialize novel an-
tibody drugs.

LegoChem has licensed its autotaxin inhibitor candidate to Bridge Bio-
therapeutics – both headquartered in South Korea – in a deal worth up 
to KRW30bn ($26.6m). Bridge is to develop LegoChem’s LCD17-0877, its 
lead candidate for idiopathic pulmonary fibrosis.

Collaborations among South Korean companies seem to be rising, 
but early-stage biotechs still face difficulties raising funds at home.

INVESTMENT VACUUM IN EARLY-STAGE FIRMS
One of the reasons South Korean biotech start-ups find it difficult to 
raise money at home is because venture capitals focus on investing in 
listed companies or those that are close to launching IPOs.

“Investment in early-stage biotechs appears to have increased in to-
tal value and number. But, such investment is usually made in deals in 
which several VCs make investments in a single company. The actual 
number of companies receiving the investment isn’t rising,” Intervest’s 
Lim explains. “Opportunities for early-stage biotechs are falling.”

To address the issue, the South Korean government has created a pol-
icy fund that focuses on investment in early-stage biotechs, but it has to 
continue to create such funds, not ending it in a one-off effort, Lim notes.

“Investment funds are rising, but there is an investment vacuum in 
early-stage companies,” he says. “It is a pitiful situation. Many biotechs are 
expecting us to make the investment, but we don’t have money now.”

Intervest is a venture capital focusing on the biotech industry, par-
ticularly early-stage biotech, which is unique in South Korea.
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Korea Toughens Corporate 
Disclosure Rules To Improve 
R&D Transparency 
Amid a recent stock price rigging scandal involving a local bioventure, 
and the global push to improve the transparency of clinical trials, Korean 
financial authorities are pushing for improved public disclose by pharma/
biotech companies of key information on clinical development, such as 
trial failures or suspensions, to better inform investors. 

South Korean financial authorities will require pharma 
and biotech companies to reveal key information on 
new drug development – such as the success or failure 
of clinical trials – in their regular financial reports, in an ef-
fort to better protect investors and improve the transpar-
ency of market disclosures, and in a further tightening of 
their grip on the sector after implementing stricter rules 
on R&D cost-related accounting earlier this year.

The latest measures by the Financial Supervisory Ser-
vice (FSS) will enable investors to access more accurate 
information on companies’ R&D progress and thereby 
better assess business risks, the aim being to help im-
prove the sector’s credibility. 

The announcement came as investors’ interest in the 
pharma/biotech sector has surged given its status as a 

new growth industry, and due to past insufficient disclo-
sure of key information to assess the risks to their busi-
ness. The recent probe into alleged stock price manipula-
tion by executives at Korean venture Nature Cell may also 
have fueled the need for such steps.  (Also see “Nature Cell 
Mired In Uncertainty as CEO Arrested For Alleged Stock Price 
Manipulation “ - Scrip, 7 Aug, 2018.)

Under the new plan, the FSS will come up with model 
cases for a plan to systematically and concretely include 
investment risk factors for the pharma/biotech industry 
in regular disclosures. It intends to improve investors’ ac-
cess to information by requiring companies to include 
new drug development details in the “R&D activities” cat-
egory and licensing deal details in the “major contract” 
category of disclosures. 

Jung Won Shin 

Reporter 
PharmAsia News
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In addition, the agency will propose that tables be in-
cluded in companies’ financial reports so that key infor-
mation can be found more easily and compared, and to 
ensure important details are not left out of disclosures.

Companies will be required to include the information 
from their third-quarter financial reports for this year.

Earlier this year, South Korea’s financial authorities 
moved to improve the transparency of accounting prac-
tices by the sector and harmonize these with global 
trends by examining possible distortions in R&D cost-
related accounting.  (Also see “Korea To Examine Compa-
nies’ R&D-Related Accounting For Transparency” - Scrip, 31 
Jan, 2018.) 

TRIAL TRANSPARENCY MOVES ELSEWHERE
Such a move by financial authorities is uncommon in 
major markets like the US and Europe, where listed 
companies usually routinely announce both successes 
and failures in clinical trials.

“In the US and EU, disclosures of trial results are well-
practiced with few exceptions due to the [US] FDA and 
EMA [European] requirements surrounding registra-
tion of clinical trials and disclosure of clinical trial data,” 
Datamonitor Healthcare analyst Zachary McLellan told 
Scrip. “However, enforcement of legislation that gov-
erns data releases and overall transparency has been 
lax, historically. As such, companies have sometimes 
failed to report data or delayed reporting data to little 
or no consequences.”

But again, publicly held companies are usually forth-
coming and will announce both positive and negative 
clinical developments. While publication of full data 
sets surrounding those announcements may take 
more time and be delayed, such market disclosures 
are common, he adds.

Meanwhile, more steps are being taken in the US 
and Europe to improve access to information and 
the transparency of clinical trials. In January, the FDA 
launched a pilot program linking drug approval docu-
ments to sponsors’ clinical study reports, which until 
now had not been proactively released by the agency 
as part of a product’s approval. (Also see “Clinical Study 
Disclosures Will Make Drug Reviews More Efficient – Got-
tlieb” - Pink Sheet, 17 Jan, 2018.)

The way clinical trials are conducted in the EU will 
also undergo a major change when the Clinical Trial 
Regulation comes into effect in 2019, according to the 
European Medicines Agency’s website. The new regu-
lation aims to create an environment that is favorable 
to conducting clinical trials in the EU, with the high-
est standards of safety for participants and increased 
transparency of trial information.  (Also see “Why The 
EU’s New Clinical Trials System Is Taking So Long” - Pink 
Sheet, 31 May, 2018.)

South Korea also revised a law in June to impose 
penalties, including imprisonment and fines, when 
clinical trial records are falsified; previously, only pen-
alties were applied.

RELUCTANCE TO DISCLOSE  
FAILURES, SUSPENSIONS
The FSS explained that it is difficult to confirm South Korean 
pharma companies’ clinical development progress as they 
are often reluctant to disclose trial failures and suspensions. 

Indeed, in the period from 2013 to June 2016, there 
were only 166 clinical trial halts reported by Korean phar-
mas, accounting for just 7.4% of the clinical trial approv-
als they received over the same period.

Although new drug development takes a long time 
and requires substantial funds, the overall rate of suc-
cess from Phase I to gaining marketing authorization is 
typically only 9.6%. Even if a new drug is launched, the 
likelihood it will recoup its investment may be slim. Of 
the 29 new drugs developed in South Korea by domes-
tic firms until 2017, only five generated annual sales of 
more than KRW10bn ($8.9m) each.

Even so, Korean pharma and biotech stocks have 
made relatively sharp gains in recent years amid big 
licensing deals and positive new drug development 
progress. However, they have often been prone to roller 
coaster rides amid investor speculation and little public 
R&D information, which has frequently taken a toll on 
retail investors. 

According to the FSS, companies at present do not 
disclose information such as trial failures or suspensions 
that could help determine the level of their research ca-
pabilities. While they may release development stages 
of new drugs, disclosure methods aren’t standardized 
and so it is difficult to compare companies. 

DIFFERING METHODS, INFORMATION
Furthermore, companies have different accounting 
methods related to R&D costs and the majority don’t 
disclose details such as intangible assets or sales, 
general and administrative expenses. Comparisons 
are also complicated by the provision of government 
grants in some cases.

As for deal-making, terms that may help understand 
risks are not usually disclosed and some companies do not 
reveal the details of a deal until after the contract is signed.

The FSS laid out some risk factors in the develop-
ment of new drugs and biosimilars that investors 
should be aware of, including the low success rate, 
the need to confirm key research workforce and out-
comes, competitors’ development progress, poten-
tial failure by late comers to penetrate markets, price 
competition and possible default risks stemming from 
large-scale investments.
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