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Dramatic change in developmental 
strategy of NEW DRUG
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US New National Strategy
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Published in NEJM
Feb. 26th ２０１５
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FDA approved 41 NME in ２０１４

(Ref) Novel New Drugs 2014 SUMMARY, January 2015, U.S. FDA CDER



22% was Breakthrough Therapy
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(Ref) Novel New Drugs 2014 SUMMARY, January 2015, U.S. FDA CDER



New drug approvals in ICH countries 2005 – 2014
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http://cirsci.org/sites/default/files/CIRS_R&D_57_ICH_%20approval_%20times_2005‐2014_%2006072015.pdf

R&D Briefing 57, July 2015, © Centre for Innovation in Regulatory Science, Ltd. 



High performance in amount of business
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http://cirsci.org/sites/default/files/CIRS_R&D_57_ICH_%20approval_%20times_2005‐2014_%2006072015.pdf



High performance at review speed
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http://cirsci.org/sites/default/files/CIRS_R&D_57_ICH_%20approval_%20times_2005‐2014_%2006072015.pdf



Japan Revitalization Strategy Revised in 2014
‒ Japan’s challenge for the future ‒

June 24th, 2014

The Government will promote a package of measures, including the creation of a 
“priority examination designation system” that would halve the approval 
examination period before commercialization (from 12 months to 6 months) for 
drugs identified in the early clinical trial phase as being likely to be remarkably 
effective. Through these measures, the Government will aim to ensure that Japan 
leads the world in commercializing innovative drugs, medical devices, 
regenerative medicine products, and other items targeting fatal diseases 
(including orphan cancers, intractable diseases, and other serious conditions) for 
which effective remedies do not currently exist.

Section 2  Three Action Plans II. Strategic Market Creation Plan 
Theme 1: Extending the nation’s “healthy life expectancy”

(3) Specific new measures to be taken 
v) Others

2) Promoting world-leading commercialization of innovative drugs and medical devices 
(“Strategy of SAKIGAKE as a Package”)
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Strategy of SAKIFAGE as a Package
〜Lead the world in the practical application of innovative medical products〜

Promote the strategy package facilitating all the process from R&D, clinical research/trials, pre‐ and post‐marketing safety, insurance coverage, through 
globalization of  innovative products which are to be put into practical use.  Specifically, this package is targeting innovative pharmaceuticals/medical 
devices/regenerative medicine which can cure serious illnesses (such as rare cancer etc.) without established therapy.

Pre-Clinical 
Research

Clinical 
Research

/Trial
Approval NHI* Price Listing

*:National Health Insurance

facilitate the 
environment for 

industry activities
International 
Deployment

Development of safety 
assessment technique for iPS 

followed by international 
standardization

Coalition between “Network for 
Drug Discovery” and 
“Pharmaceutical Affairs 
Consultation on Research and 
Development (R&D) Strategy”

ウルトラオーファンドラッグの早
期指定・支援拡大

Support for Drug Development 
through Medical Information and 
Communication Technology 
(MICT)
・DB of Medical Information
・Rapid and effective Clinical 

Trials
・Incorporation into review for 

approval

Utilization of the data 
from clinical research of 
rare disease / cancer 
for post-marketing 
surveillance

Strengthening measures on post-
marketing safety
Development of system of patient 
registry
Research on biomarker

High-quality clinical trials by Clinical 
Trial Core Hospital・NC and 
coalition with research group for 
rare diseases

Strengthening industry 
competitiveness
・tax incentive
・HR Development

Improve the 
predictability of 
NHI drug price
・Discussion on 
Premium to 
promote the 
development of 
new drugs and 
eliminate off-
label use

Accelerate R&D through supporting each stage

Support of Drug-Repositioning 
(DR) and development of off-

label use

Mutual 
understandin

g of the  
process from 

R&D to 
approval  with 

the trading 
partner, to 
promote 
export

R&D through public-private 
joint project

Strengthen the structure of PMDA（consultation, review, safety measures in terms of quality and quantity)

Support for orphan drug R&D
Support for ultra-orphan
through the R&D to Early 
designation

Analysis on 
Modeling and 
Simulation (M&S) 
conducted by 
PMDA

Utilizing Pre-
application 
Consultation

Support for SME and 
venture
・Discussion on 
funding system for 
review user fee to be 
implemented

SAKIGAKE Scheme to rapid 
authorization of unapproved drug

Prioritized Policy I Prioritized Policy II

10Promotion of Regulatory Science (Developing guidelines/assessment for the state-of-the-art technology)



SAKIGAKE Designation System

Designation Criteria
Medical products for diseases in dire need of innovative therapy and satisfies the following two conditions:
1. Applied for approvals firstly in Japan or simultaneously in Japan and other countries (desirable to have PMDA consultation 

from the beginning of R&D)
2. Prominent effectiveness (i.e. radical improvement compared to existing therapy), can be expected based on the data of 

mechanism of action from non‐clinical study and early phase of clinical trials  (phase I to II)

1. Initiation by applicant: Application is to be submitted to the Evaluation and Licensing Division (ELD) and to be reviewed at 
the PMDA.  The result is to be notified within 60 days.

2. Initiation by the ELD: the ELD is to approach a potential applicant. The result is to be notified within 30 days after the 
submission, if agreed by the applicant.

SAKIGAKE is a strategy to put innovative medicines/medical devices/regenerative medicines into practice.

Designation Advantage

①Prioritized Consultation
[Waiting time: 2 months→1 month]
Shortening a waiting time for a clinical trial 
consultation from the submission of 
materials.

④Review Partner
[PMDA manager as a concierge]
Assign a manager as a concierge to take on overall 
management for the whole process toward approval 
including conformity assurance, quality management, safety 
measures, and review

：To shorten the time to approval ：To facilitate R&D

⑤Substantial  Post‐Marketing Safety Measures 
[Extension of re‐examination period]
Strengthening post‐marketing safety measures such as 
extension of re‐examination period as well as facilitating 
coalition with scientific societies, and transmission of 
information globally.

② Substantial Pre‐application 
Consultation

[de facto review before application]
Accepting materials in English

③Prioritized Review
[12 months→ 6 months]
Striving to conclude review within 6 months
* Accept the result of phase III study after the 
application on a case‐by‐case basis to shorten the 
time from R&D to approval

Designation Procedure
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General Timeframe of SAKIGAKE
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[1] Innovativeness of the product
In principle, the product should have a novel mechanism of action that is different from those of approved drugs 
(including a drug with a mechanism of action indicated for the target medical condition for the first time, even though the 
mechanism of action is the same as that of approved drugs, or a drug that is expected to produce a radical improvement 
in efficacy by means of an innovative drug delivery system, for example)

[2] Treatment for which the earliest commercialization is required for target 
diseases

The target medical condition should be one of the following:
• Serious or life-threatening medical condition
• Medical condition with persistent symptoms (conditions interfering with normal activities of daily living) for which there 

is no other curative treatment

[3] Highly effective treatment against the target medical condition
There is no approved drug for treating the target medical condition, or the symptoms of patients are expected to be 
significantly improved through use of the product as compared to the efficacy of existing drugs or therapies (including 
the case where safety is expected to be improved significantly).

[4] Develop the product rapidly and file an application for approval in Japan, ahead 
of other countries

The sponsor of the product should be planning to file an initial application in Japan, ahead of any other country 
(including the case where simultaneous applications are planned to be made in both Japan and other countries), 
focusing on starting development at an early stage in Japan. It is desirable for the product to be at least one of the 
following therapeutic drugs in order to confirm the fact that development in Japan is progressing steadily:
• Product for which FIH study was conducted in Japan
• Product for which POC study was conducted in Japan

* If it is confirmed that the aim is to file an initial application for the product in Japan, ahead of any other country at the time of designation, 
there should be no problem with other preferential systems applied in other countries.

Criteria for designation
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 The notification is made public to the start in 2015 fiscal year, and it advertises for the candidate 
products after a well-known period of about one month. 

Step1：Trial operation beginning and public advertisementStep1：Trial operation beginning and public advertisement

 The Evaluation and Licensing Division conducts hearing on the candidate products to be applied, 
and the potential candidates meeting specified criteria are selected as candidates of the 
preparatory phase.

Step2：Hearing and preliminary selection on candidate productsStep2：Hearing and preliminary selection on candidate products

 The New Drug Review Division of PMDA evaluates the applied products on each area in charge, 
and it sets priorities. Especially, the product judged to be excellent is selected. 

Step3：Evaluation and prioritizationStep3：Evaluation and prioritization

 Excellent products are specified as SAKIGAKE designated products based on the evaluation 
results, and the designation results are made public. The PMDA promptly reports the designation 
results to the Pharmaceutical Affairs and Food Sanitation Council. 

Step4：Specification and report to subcommittee meetingStep4：Specification and report to subcommittee meeting

Schedule for the Future until the First Designation
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Pilot scheme for FY2015 review under SAKIGAKE 
designation system

May 8 May 29 Jun. 15 Jul. 17Jun. 5 Aug. 21Aug. 7

Period for application 
for registration of a 

product 
for which designation

is requested 
(Designation form 1)

Hearing
period

Submission of 
evaluation 

material concerning 
designation

(Designation form 2)

Deadline to 
submission of 

hearing 
documents

Decision/notification 
of a product for which 

SAKIGAKE 
designation is 

requested

Late Sep. ~Late Jul.

Announcement of 
result of preliminary

review

Registration 
period Hearing period

Application 
documents 

submission period
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Thank you for your 
attention !

SAKIGAKE in English:
http://www.mhlw.go.jp/english/policy/health-
medical/pharmaceuticals/140729-01.html
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