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PhRMA/EFPIAで実施した2016年度の合同調査結果は以下の通りであった。 
 

 

 

承認審査期間 

 

● 2016年度（2016年4月～2017年3月）に承認された通常審査品目は37品目で審査期間は70%tileで12ヵ月を達成していた。事前評価済み公知申請を除く優先審査品目は14品目で70%tileで9ヵ月を達成して

いた。公知申請は4品目であり、公知申請を含む優先審査品目は18品目で、70% tileで9ヵ月を達成していた。 

 

  

開発品目 

 

● 2016年度に開発中のプロジェクト数は495であり、624試験が実施中であった。そのうち国際共同治験は435試験（Global試験：418、Asia試験：17）であり、70%を占めていた。また開発中のプロジェクト数のうち

約半数は新有効成分であった。疾患領域として抗悪性腫瘍薬が多く、全体の47%を占めていた。また欧米と同時申請を目指しているものは全体の58%を占めていた。 

● 国際共同治験に関する対面助言は207件（48%）実施された。対面助言によりプロトコール変更指示を受けたのは110件であった。そのうち、症例数変更指示を受けたのが31件で、PMDAの指示通り症例数の

変更を行ったのは、17件であった。 

● 先駆け指定を予定しているプロジェクトは、495件中19件（4%）のみであった。 

● 医薬品と同時にCoDxを開発しているプロジェクトは、495件中75件（15%）であり、そのうち医薬品とは異なる会社によって開発を進められているのは72件（96%）を占めた。 

 
 

Introduction Review Period 

Note: The following data include the studies already completed or terminated regardless of reasons in addition to ongoing studies 

The Number of Drug Approvals in Japan

92

30

80

30

81

48

96

27

73

48

79

38

74

37

13

4

18

12

25

17

31

11

37

12

33

15

32

14

7

3

32

15

28

16

11

3

7

1

4

3

6

4

0

20

40

60

80

100

120

140

Standard Priority Paper JNDA

ALL     EF+ Ph ALL    EF+Ph ALL  EF+Ph ALL    EF+Ph ALL    EF+Ph ALL     EF+Ph ALL    EF+Ph

FY2010 FY2011 FY2012   FY2013 FY2014 FY2015               FY2016

Products

*: Paper JNDA : Public knowledge-based 
application with preliminary assessment

112

130
134 138

117 116 112

37

57

91

41

61
56 55

*

Key findings: 

 In FY2016, approvals of EFPIA+PhRMA
(55) account for approximately half of 
total number (112)

The Number of Drug Approvals in FY2016
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Key findings:

 In FY2016, approvals of EFPIA+PhRMA
(55) account for approximately half of 
total number (112)

Clinical Studies and Development Plan 
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Key findings: 
 70 % of cases were completed within 12 months, PMDA’s targeted review time in FY2016 

Priority Review Excluding Paper JNDAs
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**up to Oct 2014 data for ALL, still on-going

FY2010 FY2011 FY2012 FY2013 FY2014 FY2015 FY2016

Median Median Median Median 60%tile 60%tile 70%tile

ALL 9.2 9.2 9.0 8.0 8.9 8.8 8.8

PhRMA 12.0 10.8 9.5 8.1 8.1 8.8 8.6

EFPIA 9.3 8.4 8.4 8.4 11.0 9.0 8.1

Key findings: 
 70 % of cases were completed within 9 months, PMDA’s targeted review time in FY2016 

Priority Review  Including Paper JNDAs
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FY2010 FY2011 FY2012 FY2013 FY2014 FY2015 FY2016

Median Median Median Median 60%tile 60%tile 70%tile

ALL 9.2 6.5 6.1 7.2 8.8 8.7 8.8

PhRMA 12.0 6.2 4.9 7.2 8.1 8.1 8.6

EFPIA 8.8 6.5 6.1 7.5 11.0 9.0 8.1

Key findings: 
 70 % of cases were completed within 9 months, PMDA’s targeted review time in FY2016 
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PhRMA/EFPIA Performance Metrics Survey 2017

Review Period
 Number of drug approvals

 Review period in priority review and standard review

Clinical Studied and Development plan
 Number of Domestic, Global or Asian studies
 Therapeutic area of Global study

 Interaction with Regulatory Agency

Categories of JNDAs 
(Approvals in FY2016)

New 
Active 

Ingredient, 
N=22, 40%

New 
Combination, 

N=2, 4%
New Route of 

Administration, N=1, 2%

New 
Indication, 
N=24, 43%

New 
Dosage, 

N=6, 
11%

Categories of JNDAs

Global 
Study, 

N=19, 35%

Domestic 
Study, 

N=21, 38%

Extrapolate 
Overseas 

Study, 
N=8, 14%

Others, 
N=7, 13%

Data Package (Pivotal Study)

11
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New Drug I

New Drug II

New Drug III

New Drug IV

New Drug V

Vaccines etc

Review Office

EFPIA+PhRMA (n=55)

Key findings: 
 Majority of JNDA were New Active 

Ingredient (40%) and New Indication 
(43%) in FY2016 approvals Regulatory Pathways in US and EU

(Japan Approvals in FY2016)
BTD, 

N=5, 12%

Fast track, 
N=1, 3%

Priority, 
N=5, 12%

Orphan, 
N=4, 10%

Standard, 
N=26, 63%

US
Accelerated,

N=3, 7%

Orphan, 
N=3, 7%

Standard, 
N=35, 86%

EU

US  ＼ JPN Standard (28) Priority (1) Orphan (10) Paper JNDA (2)

BTD (5) 1 1 3

Fast Track (1) 1

Priority (5) 4 1

Orphan (4) 3 1

Standard (26) 23 2 1

EU  ＼ JPN Standard(28) Priority(1) Orphan(10) Paper JNDA(2)

Accelerated (3) 1 2

Orphan (3) 3

Standard (35) 28 5 2

EFPIA+PhRMA (N=41)

Key findings: 
 Various types of “regulatory pathways” 

(BTD, FT, Priority, Orphan) were utilized 
especially in US, in FY2016 approvals

Total Clinical Studies by phase in FY2016

PhRMA + EFPIA 624 studies

Ph 1
N=109, 

17%

Ph 1/2, N=36, 6%

Ph 2a, N=20, 3%

Ph 2b, N=92, 15%

Ph2/3, 
N=20, 3%

Ph 3, 
N=347, 

56%

Key findings:
 Total number of studies 

conducted by PhRMA+EFPIA
in FY2016 was 624.

 Late phase studies (Ph3 and 
2/3) were the most, i.e. 
about 60%. 

Clinical Studies in FY2016
(Global/Asian/Domestic per Phase)
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Key findings:
 The ratio of Global studies 

was 67%. 
 In Ph3, Global+Asian studies 

were 80%.   On the other 
hand, in Ph1, Domestic 
studies were 63%.

Therapeutics Area

N=233, 47%

N=99, 20%

N=14, 3%

N=21, 4%

N=10, 2%
N=21, 4%

N=9, 2%

N=8, 2%

N=17, 3%

N=5, 1% 5, 1%

N=12, 2% N=5, 1% N=3, 1% N=2, 0%

N=31, 6%
PhRMA+EFPIA

495 projects

Oncology CV/Med/Hormon

Respiratory CNS/PN

Immunosuppressant Anti bacteria/Virus/Vaccine

Blood product Allergy

Digestive Sensoria

Biologics/Biosimilar Alzheimer

Urinary Parkinson disease

Regenerative medicine Others

Key findings:

Total project number is 495 
are on-going.  The ratio of 
Oncology is almost 50%.

SAKIGAKE/Breakthrough(BT)/PRIME

YES, 
N=19, 

4%

NO, 
N=476, 

96%

BT only, 
N=35, 

7%

Both, 
N=10,

2%

PRIME 
only, 
N=2, 
0%None, 

N=448, 
91%

PhRMA+EFPIA 495 projects

BT: 45, PRIME 12

Plan for SAKIGAKE BT/PRIME designation

Total SAKIGAKE

BT only 35
BT: 45

1
BT: 6

BT and PRIME
(Both)

10 5
PRIME: 
12

PRIME: 
6PRIME only 2 1

None 448 12

Key findings:
 The number of projects that plan for 

SAKIGAKE designation is still low,  19 of 
495 projects

 7 of 19 projects are also designated as 
BT/PRIME

Interaction with PMDA before joining MRCT

PhRMA + EFPIA 435 studies

Yes,
N=207, 

48%

Yes, N=22, 5%

No, 
N=206,

47%

Pre-meeting only

PMDA consultation
Key findings:
 PMDA consultation or Pre-

meeting were held before 
MRCT at the rate of 53%.  

Request for Change of Protocol / JP subject number 
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Key findings:
 Protocol changes were  

requested by PMDA at 55%.
 Change of Japan subject 

number was requested at 15%, 
and 55% of them actually 
changed.

PhRMA + EFPIA  229 studies

No, N=202, 88%

Ph1, N=11, 41%

Ph2, 
N=6, 
22%

Ph3, N=3, 11%

Long term, N=4, 15%

Non-Clinical, N=1, 4%

Other, N=2, 7%
YES, N=27 12%

Requested additional studies

PhRMA + EFPIA  229 studies

Key findings:
 Additional studies were 

requested by PMDA at 12%, 
and 41% of them were Ph1 
studies.

Timing of PMDA consultation

N=36, 19%

N=149, 79%

N=4, 2%

Simultaneous

FDA or EMA → PMDA

PMDA → FDA or EMA

PhRMA + EFPIA 189 studies

Key findings:
 79% of PMDA 

consultations were held 
after FDA or EMA’s 
opinion was obtained.

CoDx

YES, 
N=75, 
15%

NO, 
N=419, 

85%

Unknown
, N=1, 0%

PhRMA + EFPIA 495 projects

N=2

N=72

N=1
Company of Codex NDA

own company

external company

unknown
Key findings:

The number of projects that plan for 
CoDx is 75.  Most of CoDx are developed 
in external company. 

Oncology; 68 projects
CV, digestive, Alzheimer,
Parkinson, respiratory, 
Metabolic, allergy; 1 project each

Key findings:
 There were 87 studies in which data on the East Asian population was available before participating in MRCT, but there was 

no case for which East Asian PK data was utilized. 
 All the cases that enabled participation in MRCT without conducting phase 1 in Japanese were  “combination therapy 

follows mono therapy” “additional formation/indication”, “biosimilar” and “orphan indication” in accordance with J-PI skip 
Guideline.

Phase 1 skip cases (n=16)

Phase 1 skip cases (n=93) 

Existing of East Asian Data and Necessity of Japanese Phase1
prior to joining MRCT

Not J-P1 skip,
N=71, 
16%

J-P1 Skip, 
N=16, 

4%

J-P1 skip,
N=93,
21%

Not J-P1 skip,
N=251,

59%

NA,
N=4,
1%

Asian data 
available,

N=87,
20%

No Asian data,
N=348,

80%

Orphan indication etc (9)
Combination therapy follows mono therapy (4)
New form, dosage etc (3)

Orphan indication etc (25)
Combination therapy follows mono therapy (7)
New form, dosage etc (14)
Biosimilar (6)
Conducted other indication’s P1 (7)
Joined Global joint P1 (4)
Confirmed tolerability in other indication (3)
Pediatric usage (3)
HIV product (3)
Consideration of characteristics for drug and 
disease (3)
Other few cases (10)
NA (8)

Evaluable,
N=6,
46%

Terminated,
N=3,
23%

Consul prior 
to closing,

N=3,
23%

Consul after 
closing,

N=1,
8%

W/O consul,
N=9,
69%

Not 
achieved, 

N=13,
22%

Over 
estimation,

N=5,
8%

Achieved,
N=36,
60%

Terminated,
N=6,
10%

Achievement of Japanese 
Sample Size

Evaluable(N=6) N (cumulated number)

No difference of ethnicity is explainable 4

Explainable by using the same Asian Study data 1

Other 2

Key findings:
 Of the cases that completed MRCT, 68% of studies successfully met the target number of Japanese subjects. 
 69% of the studies in which the target number of Japanese subjects was not met closed the study without PMDA consultation.

Executive Summary of the Survey

 Scope:  
Review Period

 Drugs approved in Japan in FY2016 (April 2016 to March 2017)

Clinical Studies and Development Plan
 Clinical studies initiated/continued/completed during FY2016 (April 2016 to March 

2017)

 Companies involved:
PhRMA (10 companies)

 Abbvie, Astellas Amgen BioPharma, Biogen Japan, Bristol-Myers Squibb, Celgene, 
Eli Lilly, Janssen, MSD, Mundipharma, and Pfizer

EFPIA (19 companies)
 Actelion, AstraZeneca, Baxalta, Bayer, CHUGAI, CSL Behring, Ferring, GALDERMA, 

GlaxoSmithKline, Janssen, LEO, Lundbeck, Merck Serono, Boehringer Ingelheim, 
Novartis, Novo Nordisk, Sanofi, Shire, and UCB

 Method: 
 Using Questionnaire

Development Status in FY2016
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Approved

Review

Development

495 projects

YES, 
N=287, 

58%

NO, 
N=207, 

42%

Simultaneous Submission

Key findings:

Totally, 495 projects are 
ongoing. The target 
products of simultaneous 
submission are planned 
about 60%.

Total Projects in FY2016

NME, N=260, 
53%

FDC, N=11, 
2%

New 
administration

, N=6, 1%

New 
indication, 

N=186, 38%

New 
formulation, 

N=4, 1%

New dosage, 
N=21, 4%

Biosimilar, 
N=6, 1%

Unknown, 
N=1, 0%

PhRMA+EFPIA 495 projects

New 
MOA, 

N=180, 
69%

Non-
New 

MOA, 
N=80, 
31%

Key findings:

Totally, 495 projects 
are ongoing.  The ratio 
of NME is almost 50%.


