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Development of new drugs and medical devices in Japan is a lengthy and costly process. For 
example, it is said that only 1 out of 31,064 new drug candidate compounds are approved for 
manufacture and sale.  
This creates difficulties for development of drugs that are needed for only a small number of 
patients, for example, pharmaceuticals for intractable diseases such as multiple sclerosis (MS), 
amyotrophic lateral sclerosis (ALS) and acquired immune deficiency syndrome (AIDS).  These are 
called orphan drugs.  A similar situation exists for medical devices, such as implantable ventricular 
assist devices, where, even though the medical needs are great, due to the small number of 
patients, return on investment in research and development is difficult. This leads to insufficient 
research and development efforts in general. 
In 1993, the full-fledged public effort began to promote research and development by setting up 
the program to assist R&D efforts by private corporations.
This NIBIO program begins with approval by the Minister of the Ministry of Health, Labor and 
Welfare (MHLW) of the designation of orphan drugs or orphan medical devices, and follows up 
with guidance and advice on testing and research, grants, tax incentives, priority review and exten-
sion of the reexamination filing period. 
In 1993, NIBIO picked up the development and promotion business that had been managed by 
the former Organization for Pharmaceutical Safety and Research (OPSR), providing guidance and 
advice and issuing grants for experimental research projects. In April 2005, NIBIO started the 
support program to develop orphan drugs and orphan medical devices. 

 Ⅰ　Purpose
　The purpose of this program is to make available to the medical field, as soon as possible, safe 
and effective orphan drugs and orphan medical devices, through grants to defray research and 
development costs and to provide guidance and advice on the testing and research needed for 
approval.

　Designation as an orphan drug or orphan medical device by the Minister of MHLW is not the 
same as approval for manufacture and sale. It is ordinarily granted during the development 
phase. To obtain this designation, all of the following requirements must be met, based on Article 
77-2 of the Pharmaceutical Act:

Introduction／Overview of the orphan drug and orphan medical device
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Japan Pharmaceutical Manufacturers Association]

A. Obtaining the designation as an orphan drug or orphan medical device 
    for rare diseases
A. Obtaining the designation as an orphan drug or orphan medical device 
    for rare diseases

 Ⅱ　Overview of the program



[Reference: Director’s Notice No. 725, August 25, 1993 Director General of the Pharmaceutical 
Affairs Bureau, MHLW]
(1) The number of patients having the disease indications is less than 50,000.
(2) The medical necessity is especially high. (There is no other appropriate alternative available 
for treatment in the form of pharmaceutical products or therapy, or it is significantly more 
effective or higher in safety characteristics in comparison with the existing medical and 
pharmaceutical products.) 

(3) There is a high probability of developing it into a marketable product. (There is a theoretical 
basis for using the given pharmaceutical product, and the development plan shows high 
validity.)
The definition of the regulation about the number of patients with the disease indications being 
less than 50,000 was revised and the method for calculating the number of such patients was 
clarified. Now, designation can be obtained for the following new drugs if the estimated number 
of patients who would be using the product is less than 50,000 at the time the application is 
filed:
[Reference: Excerpts from notice No. 0331007 by the Director of the Evaluation and Licensing 
Division, Pharmaceutical and Food Safety Bureau, MHLW, March 31, 2006]
a.  A vaccine for an indicated infectious disease that is rare in Japan or occurs only overseas. It 
may be limited to those who visited the area of the epidemic or to a certain group of people, 
but it can be used for prevention.

b.  A vaccine for the prevention of new strains of diseases from a genetic mutation or where the 
possibility of recurrence cannot be ruled out, with the potential for a significant impact on the 
life or health of the general public. However, the details such as the timing or size of the 
epidemic or other factors, or whether the disease outbreak will occur are unknown at the 
time the designation is filed.

A company that intends to obtain the designation to develop an orphan drug or an orphan 
medical device needs to file the application for designation approval with the Evaluation and 
Licensing Division of the Pharmaceutical and Food Safety Bureau of MHLW or the Office of 
Medical Device Examination Management of the Evaluation and Licensing Division of the 
Pharmaceutical and Food Safety Bureau of MHLW with an attachment that shows that it 
satisfies the requirements stated earlier. The Minister of MHLW approves the designation 
based on the recommendation from the Pharmaceutical Affairs and Food Sanitation Council. 

Figure 1：　Process of the orphan drug and orphan medical device research and 
　　　　　　development promotion program
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Table 1 tracks the status changes for designated orphan drugs or orphan medical devices 
listed by fiscal year when the designation was obtained.  “Approved status” signifies that the 
Minister of MHLW has approved the item for manufacture and sale. “In development” is for items 
in process of development. “Revoked” is for items for which the designation was revoked. 
For example, 8 items obtained orphan drug designation in FY 2001. Since then, 4 items were 
approved while designation for 4 other items was revoked because the development effort was 
ended. On the other hand, 15 items were designated as orphan drugs in FY 2010. Within the 
following two years, 6 of these were approved and 9 items are in development, working toward 
approval for manufacture and sale.

　
Table 1 shows the current status of orphan drugs and orphan medical devices designated for 
rare diseases, from program inception to September 13, 2012. The details for orphan drugs are 
listed in Table 4.  Details for orphan medical devices are listed in Table 5.

Table 1: Status of approval of designation, development, and revocation by the fiscal year of 
　　　　　designation for both orphan drugs and medical devices by fiscal year

Fiscal Year
(Western)

Orphan drugs (No. items) Orphan medical devices (No. items)

Designated Approved In 
development

In 
developmentRevoked Designated Approved Revoked

1993

1994

1995

1996

1997

1998

1999

2000

2001

2002

2003

2004

2005

2006

2007

2008

2009

2010

2011

2012

Total
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4
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2
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 Ⅰ　Issuance of grants
When a corporation receives an orphan drug or orphan medical device designation, NIBIO 
provides grant funding to defray necessary project development costs, the so-called “Grant to 
Assist Research and Development of Orphan Drugs and Orphan Medical Devices.” The cost to 
be defrayed is the direct cost of the necessary R & D from receipt of the designation through 
approval for manufacture and sale. The maximum grant amount is half of the actual cost. 
However, drugs for AIDS treatment are eligible to receive grants after filing the application for 
approval for manufacture and sale, if the corporation is required as a condition of approval to 
provide clinical trial data after manufacturing and sales have commenced.
After the grant application is filed by a corporation seeking to develop the item, NIBIO 
investigates the contents, purpose, cost, and test plan to come up with the specific grant 

Once a product obtains the designation of orphan drug or orphan medical device, it is 
eligible for the following incentives to promote research and development by MHLW, the 
Pharmaceuticals and Medical Devices Agency, and NIBIO.
(1) MHLW and the Pharmaceuticals and Medical Devices Agency
a.  Priority consultation on clinical trials and priority review

When necessary, face-to-face consultation and approval review are given priority so that 
orphan drugs and orphan medical devices can be offered to the medical field as soon as 
possible.

b.  Extension of re-examination period
Normally the period for the re-examination of the approved drugs is 8 years but it can 
be extended up to 10 years for approval of orphan drugs. For orphan medical devices, it 
can be extended from the normal 4 years to as much as 7 years.

(2) NIBIO provides:
a.  Grants to assist the necessary R & D to develop the orphan drug or orphan medical device 
(Grants)

b.  Guidance and advice regarding the R & D (Guidance and advice)
c.  Paperwork certifying applicability of the R & D expenses for preferential tax treatment 
(Certification)

amount. The period of grant availability is, as a basic principle, three fiscal years starting from the 
fiscal year the grant was first disbursed. For instance, for a grant provided starting fiscal year 
2012, the corporation can receive funding through fiscal year 2014. 
After obtaining approval for manufacturing and sales, the corporation receiving the grant funds 
may be asked to donate to NIBIO a portion of the profits from the orphan drug or orphan 
medical device for a fixed time period after it was provided to the medical field. In such a case, 
the total donation amount should not exceed the total amount of grant funding received by the 
corporation. NIBIO uses this revenue for its business of supporting orphan drugs and orphan 
medical devices.
This grant is also categorized as a specific subsidy under the Small Business Innovation 
Research (SBIR) program based on the New Business Promotion Act. Small to medium sized 
corporations that received this grant also qualified to receive the supportive measures for 
commercialization of research, such as expansion of the loan guarantee facility under the 
Special Provisions of the Small and Medium-sized Enterprise Credit Insurance Act. 
From 1993 through March 31, 2012, 269 drugs and 23 devices were designated as orphan 
drugs and orphan medical devices.
Out of the above, grant applications were filed for 139 drugs and 12 devices.  Approximately 
11.1 billion yen in total grant funding was provided. Approval was given for 89 orphan drugs and 
4 orphan medical devices. Figure 2 shows the total amount of grant funding and the number of 
items by fiscal year. In FY 2011, 12 items received grants totaling 647 million yen.

Some items have more than one designation number. For instance, a corporation with a 
designated item that is merging or being acquired may file the application for a new designation 
for the same item.  In such a case, this table uses the fiscal year of the original designation. This 
can also occur when there are multiple fiscal years for approval for manufacture and sale, for 
example when indications or effectiveness for different patient groups for the same item involve 
different development schedules. Table 1 also shows only the fiscal year for the first approval 
obtained.

C. Incentives to promote orphan drugs and orphan medical device research 
    and development
C. Incentives to promote orphan drugs and orphan medical device research 
    and development
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 Ⅱ　Guidance and advice
In collaboration with MHLW and the Pharmaceuticals and Medical Devices Agency (PMDA), 
NIBIO provides guidance and advice regarding grants to help defray R & D costs for developers 
of orphan drugs and orphan medical devices. In this role, NIBIO may attend the developer’s 
meeting at the Pharmaceuticals and Medical Devices Agency.
Tables 3-1 and 3-2 show the role division for consultations. NIBIO plays a consulting role from 
the time of obtaining the orphan drug or orphan medical device designation through the filing of 
the application for approval for manufacture and sale. 
NIBIO provides consultation free of charge. 

Table 2 shows the annual schedule for the grant program. For details of application documents 
and the contents of expenses covered by grants, please read the guide that can be downloaded 
from the NIBIO website and contact NIBIO if you have further questions.

In addition to the investigation schedule shown in Table 2, at any time, spot investigations for 
progress status or accounting may be conducted.

Table 2　FY 2012 Grant Schedule

1-1.

1-2.

2.

3.

4.

5.

6.

7.

8.

9.

10.

11.

12.

Briefing on development support system

Briefing on applying for grants to support testing and research

Period for receiving grant applications to support testing and 
research
Hearing
Notice of approval of grant applications to support testing and 
research
First lump-sum payment for approximate expenses

Field inspection of the project progress

Acceptance of notices of changes in the schedule for testing 
and research

Field inspection of accounting practices

Notice to approve changes in the testing and research plan

Second lump-sum payment for approximate expenses

Acceptance of report of testing and research outcomes

Notice of confirmed amount of the grant for testing and 
research (or notice to return the payment)

April 24, 2012

April 26, 2012

May1, 2012 － May 31, 2012

May 14, 2012－June 30, 2012

Early July

Mid-August

Late September－ late October

December 1, 2012 － December 20, 2012

Mid-January 2013－ early February 2013

Mid February 2013

Mid-March 2013

March 31, 2013

Mid-April 2013

Grant application at the beginning of the fiscal year

1-1.

1-2.

2.

　3.

4.

5.

6.

7.

8.

Briefing on development support system

Briefing on applying for grants to support testing and research

Period for receiving grant applications to support testing and 
research

Hearing

Field inspection of the project progress and accounting practice

Notice of approval of grant application to support testing and 
research

Lump-sum payment for approximate expenses

Acceptance of report of testing and research outcomes

Notice of confirmed amount of the grant for testing and 
research (or notice to return the payment)

April 24 2012

April 26 2012

November 1, 2012 － December 20, 2012,  
January 4, 2013－ January 7, 2013

Immediately after the grant application is filed

Mid-January － Early February 2013

Mid February 2013

Mid-March 2013

March 31, 2013

Mid-April 2013

Grant application in the middle of the fiscal year
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 Ⅲ　Evaluation and approval
Based on the Special Taxation Measures Law, NIBIO approves and certifies the grant amount 
applied for the expenses for R & D carried out during the grant period by development 
corporations working on orphan drugs or orphan medical devices.
When the certification is obtained, after deducting the grant amount, the rest of the total 
amount of R&D expense for orphan drugs or orphan medical devices which received the support 
grant money is eligible for a tax incentive of 12% as a tax abatement. For more details about 
application procedure, please read the guideline that can be downloaded at the NIBIO website. 
If you need further clarification, please contact NIBIO.

Table 3-1: Role division for consultation services for orphan drugs
MLHW Pharmaceutical and Food Safety Bureau
(PFSB) Evaluation and Licensing Division

NIBIO

PMDA

Consultation on filing the application for designation 
(prior to obtaining designation)
Consultation on development support from the time the designation was 
obtained to the time of filing the application for manufacture and sale
Consultation on R & D up to the time of filing the application for 
manufacture and sale

Table 3-2: Role division of consultation services for orphan medical devices
MLHW Pharmaceutical and Food Safety Bureau 
(PFSB) Evaluation and Licensing Division
Office of Medical Device Examination 
Management

NIBIO

PMDA

Consultation on filing the application for designation 
(prior to obtaining designation)

Consultation on development support from the time the designation was 
obtained to the time to file the application for manufacture and sale
Consultation on R & D up to the time of filing the application for 
manufacture and sale

9
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 Ⅳ　Providing information regarding orphan drugs or orphan medical devices for rare diseases
　The information about designation and approval of orphan drugs and orphan medical devices 
are publicly available on NIBIO’s website. The orphan clinical trials website provides information 
about orphan drugs and orphan medical devices and available grant funding.
[NIBIO website]
　http://www.nibio.go.jp
[Overview of the orphan drug and orphan medical device development support program]
　http://www.nibio.go.jp/shinko/orphan.html
List of products designated as orphan drugs for rare diseases　
http://www.nibio.go.jp/shinko/orphan/kisyoiyaku-hyo1.html
List of products designated as orphan medical devices for rare diseases
http://www.nibio.go.jp/shinko/orphan/kisyoiyaku-hyo2.html
Guideline (the Japanese language)
1: Guideline for filing for grants to support experimental research and development of 
orphan drugs and orphan medical devices for rare diseases
2: Guideline for computing the expenses eligible for financial support for orphan drugs and 
orphan medical devices for rare diseases
3: Guideline for filing the application for designation as special-case experimental research 
cost related to orphan drugs and orphan medical devices for rare diseases

[Clinical Trial projects for rare diseases website (orphan clinical trial website)]
　http://www.nibio.go.jp/orphan/
Department of Research Promotion, Section of Development Promotion
National Institute of Biomedical Innovation
7-6-8, Saito-Asagi, Ibaraki City, Osaka-Fu, Japan
567-0085
Tel: +81-(0)72-641-9804  Fax +81-(0)72-641-9831　e-mail kisho-ph@nibio.go.jp
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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Table 4: List of items designated as orphan drugs for rare diseases with notes
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 d
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at
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at
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 p
at
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b
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b
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 c
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 c
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－

－
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 t
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re
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 p
at
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p
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b
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 p
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at
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 re
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 C
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－

－
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 d
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n
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h
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l c
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n
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m
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n
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 a
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n
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 c
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n
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n
u
o
u
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u
ra
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u
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o
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u
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u
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o
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c 
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m
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 c
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ov
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p
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n
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n
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 p
u
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o
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o
p
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a
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u
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p
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in
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p
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U
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d 
fo
r c
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 d
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n 
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ot
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n 
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l 
pl
eu
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 C
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 C
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b
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b
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 c
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r p
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ra
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－

－
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 c
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f c
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 C
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 C
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b
le
  
le
ft
 

ve
n
tr
ic
u
la
r 
 a
ss
is
t 

sy
st
em

Im
p
la
n
ta
b
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 c
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 f
ai
lu
re
 f
o
r 
w
h
ic
h
 h
ea
rt
 

tr
an
sp
la
n
ta
ti
o
n
  i
s 
 in
d
ic
at
ed
.

Th
is
 d
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 p
at
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at
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at
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ra
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.
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b
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at
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b
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ra
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 f
o
r 
h
ea
rt
 

tr
an
sp
la
n
ta
ti
o
n
, a
s 
w
el
l a
s 
b
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at
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r m
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 t
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at
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 C
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－



Table 5: List of items designated as orphan medical devices for rare diseases with notes
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at
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 o
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 m
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b
ra
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 c
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 c
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ro
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u
la
r 
A
ss
is
t 

Sy
st
em

20
09
/1
1/
18

19
93
19
93
/1
1/
15
(5
gu
 B
) N
o.
 2

A
d
so
rp
ti
o
n
 t
yp
e
 

bl
oo
d 
pu
rifi
er

Pa
tie
nt
s 
w
ith
 a
dv
an
ce
d 
di
al
ys
is
-r
el
at
ed
 a
m
yl
oi
do
si
s 

(D
RA
) 
re
su
lt
in
g
 i
n
 s
ig
n
ifi
ca
n
t 
re
st
ri
ct
io
n
s 
in
 

da
ily
 li
fe
 d
ue
 t
o 
se
ve
re
 m
ob
ili
ty
 im
p
ai
rm
en
t

Pa
tie
nt
s w
ith
 a
dv
an
ce
d 
di
al
ys
is-
re
la
te
d 
am
yl
oi
do
sis
 

(D
RA
) r
es
ul
tin
g 
in
 si
gn
ifi
ca
nt
 re
st
ric
tio
ns
 in
 d
ai
ly
 

lif
e 
du
e 
to
 se
ve
re
 m
ob
ili
ty
 im
pa
irm
en
t

Ka
ne
ga
fu
ch
i 

Ch
em
ic
al
 In
du
st
ria
l 

Co
., L
td
.

Ka
ne
ka
 

C
or
po
ra
tio
n

Li
xe
lle

19
94
/4
/8

19
93
19
93
/1
1/
15
(5
gu
 B
) N
o.
 1

Im
pl
an
ta
bl
e 

de
fib
ril
la
to
r

Pa
ti
en
ts
 a
t 
h
ig
h
 r
is
k 
o
f 
su
d
d
en
 d
ea
th
 d
u
e 
to
 

ve
nt
ric
ul
ar
 t
ac
hy
ar
rh
yt
hm
ia

To
 b
e 
us
ed
 fo
r p
at
ie
nt
s 
at
 h
ig
h 
ris
k 
of
 s
ud
de
n 

de
at
h 
fro
m
 v
en
tri
cu
la
r t
ac
hy
ar
rh
yt
hm
ia

M
ed
tr
on
ic
 J
ap
an
 

Co
., L
td
.

M
ed
tro
ni
c 
Ja
pa
n 

Co
., L
td
.

PC
D
 7
21
7 

im
pl
an
ta
bl
e

19
94
/7
/7



Table 5: List of items designated as orphan medical devices for rare diseases with notes
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N
ot
es
 f
or
 T
ab
le
 4
 a
s 
of
 S
ep
te
m
be
r 
1
3
, 2
0
1
2

G
ra
nt
 p
er
io
d

Th
is 
is 
th
e 
nu
m
be
r o
f y
ea
rs
 th
at
 a
 g
ra
nt
 h
as
 b
ee
n 
re
ce
iv
ed
 u
p 
to
 th
e 
pr
io
r fi
sc
al
 

ye
ar
 b
y 
a 
co
rp
or
at
io
n 
to
 d
ev
el
op
 th
e 
or
ph
an
 d
ru
g 
de
sig
na
te
d 
by
 th
e 
M
in
ist
er
 o
f 

th
e 
M
in
ist
ry
 o
f H
ea
lth
, L
ab
or
 a
nd
 W
el
fa
re
 (M
H
LW
), 
w
hi
ch
 c
om
pa
ny
 s
ub
m
itt
ed
 a
 

gr
an
t 
ap
pl
ic
at
io
n 
to
 t
he
 N
at
io
na
l I
ns
tit
ut
e 
of
 B
io
m
ed
ic
al
 In
no
va
tio
n 
(N
IB
IO
). 
 If
 

th
er
e 
is 
no
 n
um
be
r, 
th
er
e 
is 
no
 re
co
rd
 o
f a
 g
ra
nt
 a
pp
lic
at
io
n 
ha
vi
ng
 b
ee
n 
fil
ed
 

w
ith
 N
IB
IO
 fo
r t
hi
s 
ite
m
. T
he
 re
su
lts
 o
f t
he
 c
ur
re
nt
 fi
sc
al
 y
ea
r g
ra
nt
s 
ar
e 
no
t s
ho
w
n.

N
am
e 
of
 p
ha
rm
ac
eu
tic
al
 d
ru
g 
re
ce
iv
in
g 
de
si
gn
at
io
n

Th
is 
is 
th
e 
na
m
e 
of
 t
he
 d
ru
g 
th
at
 t
he
 M
in
ist
er
 o
f 
M
H
LW
 d
es
ig
na
te
d 
as
 a
n 

or
ph
an
 d
ru
g.
 T
hi
s 
na
m
e 
m
ay
 d
iff
er
 f
ro
m
 t
he
 a
pp
ro
ve
d 
pr
od
uc
t 
na
m
e 
fo
r 

m
an
uf
ac
tu
re
 
an
d 
sa
le
 
or
 
th
e 
ge
ne
ric
 
na
m
e 
(p
rim
ar
ily
 
th
at
 
of
 
th
e 
ac
tiv
e 

in
gr
ed
ie
nt
).

D
is
ea
se
s 
or
 in
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
de
si
gn
at
ed

Th
es
e 
ar
e 
th
e 
di
se
as
es
 o
r 
in
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
de
sc
rib
ed
 w
he
n 
th
e 

de
sig
na
tio
n 
w
as
 a
pp
ro
ve
d 
by
 th
e 
M
in
ist
er
 o
f M
H
LW
. I
f t
he
 re
co
rd
 w
as
 re
vi
se
d 
or
 

ad
de
d 
af
te
r t
he
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 sa
le
, t
he
 d
es
cr
ip
tio
n 
of
 in
di
ca
tio
ns
 

an
d 
eff
ec
tiv
en
es
s 
or
 in
te
nd
ed
 u
se
s 
m
ay
 d
iff
er
 fr
om
 th
e 
or
ig
in
al
 d
es
cr
ip
tio
n.

N
am
es
 o
f a
pp
lic
an
ts
 re
ce
iv
in
g 
de
si
gn
at
io
n

Th
es
e 
ar
e 
th
e 
na
m
es
 o
f t
he
 a
pp
lic
an
ts
, s
uc
h 
as
 th
e 
co
rp
or
at
e 
na
m
es
 a
t t
he
 ti
m
e 

of
 a
pp
ro
va
l o
f t
he
 o
rp
ha
n 
dr
ug
 b
y 
th
e 
M
in
ist
er
 o
f M
H
LW
.  
A
 n
am
e 
m
ay
 c
ea
se
 to
 

ex
ist
 o
ve
r t
im
e,
 d
ue
 to
 m
er
ge
r o
r a
cq
ui
sit
io
n.

In
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
ap
pr
ov
ed
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e 

Th
es
e 
ar
e 
th
e 
cu
rre
nt
 i
nd
ic
at
io
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
fo
r 
ite
m
s 
ap
pr
ov
ed
 f
or
 

m
an
uf
ac
tu
re
 a
nd
 s
al
e.
 W
he
re
 t
he
re
 is
 a
 d
as
h,
 t
he
 it
em
 is
 in
 t
he
 d
ev
el
op
m
en
t 

pr
oc
es
s 
w
ith
 t
es
tin
g 
an
d 
re
se
ar
ch
 o
r 
in
 t
he
 e
xa
m
in
at
io
n 
pr
oc
es
s, 
or
 e
lse
 t
he
 

de
sig
na
tio
n 
w
as
 re
vo
ke
d;
 t
he
re
fo
re
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 n
ot
 

gr
an
te
d.

N
am
es
 o
f a
pp
lic
an
ts
 o
bt
ai
ni
ng
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e

Th
e 
ap
pr
ov
ed
 i
te
m
s 
fo
r 
m
an
uf
ac
tu
re
 a
nd
 s
al
e 
sh
ow
 t
he
 n
am
es
 o
f 
th
e 

ap
pl
ic
an
ts
 (c
or
po
ra
te
 n
am
es
) a
t t
he
 ti
m
e 
of
 a
pp
ro
va
l. 
W
he
re
 th
er
e 
is 
a 
da
sh
, t
he
 

ite
m
 is
 in
 th
e 
de
ve
lo
pm
en
t p
ro
ce
ss
 w
ith
 te
st
in
g 
an
d 
re
se
ar
ch
 o
r i
n 
th
e 
ex
am
in
a-

tio
n 
pr
oc
es
s, 
or
 e
lse
 t
he
 d
es
ig
na
tio
n 
w
as
 r
ev
ok
ed
; 
th
er
ef
or
e 
ap
pr
ov
al
 f
or
 

m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 n
ot
 g
ra
nt
ed
. B
ef
or
e 
th
e 
pr
oc
ed
ur
e 
fo
r 
re
vo
ca
tio
n 
of
 

th
e 
de
sig
na
tio
n 
ha
s b
ee
n 
co
m
pl
et
ed
, t
he
 n
am
es
 o
f a
pp
lic
an
ts
 o
r c
om
pa
ni
es
 m
ay
 

be
 s
til
l s
ho
w
n 
as
 b
ei
ng
 a
pp
ro
ve
d 
fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e.

D
at
e 
of
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e

Th
is 
is 
th
e 
da
te
 o
f a
pp
ro
va
l b
y 
th
e 
M
in
ist
er
 o
f M
H
LW
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e.
 

Th
is 
de
fin
iti
on
 i
nc
lu
de
s 
th
e 
ca
se
s 
w
ith
 p
ar
tia
l 
ch
an
ge
s 
in
 t
he
 t
er
m
s 
an
d 

co
nd
iti
on
s, 
su
ch
 a
s 
ad
di
tio
na
l i
nd
ic
at
io
ns
 a
pp
ro
ve
d.
 In
 s
om
e 
in
st
an
ce
s, 
m
ul
tip
le
 

da
te
s 
ar
e 
sh
ow
n 
w
he
re
 a
dd
iti
on
al
 in
di
ca
tio
ns
 a
nd
/o
r e
ffe
ct
iv
en
es
s 
w
er
e 
ad
de
d,
 

th
e 
lic
en
se
 w
as
 o
bt
ai
ne
d 
by
 o
th
er
 c
om
pa
ni
es
, 
or
 a
 m
er
ge
r 
or
 a
cq
ui
sit
io
n 

oc
cu
rre
d.
 If
 c
ha
ng
es
 a
re
 m
ad
e 
to
 t
he
 c
om
m
er
ci
al
 n
am
e,
 s
uc
h 
as
 a
dd
in
g 
th
e 

sh
ap
e 
or
 c
ap
ac
ity
 to
 it
, t
he
n 
th
e 
da
te
 o
f fi
rs
t a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e 
is 

sh
ow
n.
 W
he
re
 t
he
re
 i
s 
a 
da
sh
, t
he
 i
te
m
 i
s 
in
 t
he
 d
ev
el
op
m
en
t 
pr
oc
es
s 
w
ith
 

te
st
in
g 
an
d 
re
se
ar
ch
 o
r i
n 
th
e 
ex
am
in
at
io
n 
pr
oc
es
s, 
or
 e
lse
 th
e 
de
sig
na
tio
n 
w
as
 

re
vo
ke
d;
 th
er
ef
or
e 
ap
pr
ov
al
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 n
ot
 g
ra
nt
ed
.

Ap
pr
ov
ed
 p
ro
du
ct
 n
am
e 
fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e

Th
is 
is 
th
e 
pr
od
uc
t n
am
e 
ap
pr
ov
ed
 fo
r i
te
m
s w
hi
ch
 a
re
 a
pp
ro
ve
d 
fo
r m
an
uf
ac
-

tu
re
 a
nd
 s
al
e.
 W
he
re
 th
er
e 
is 
a 
da
sh
, t
he
 it
em
 is
 in
 th
e 
de
ve
lo
pm
en
t p
ro
ce
ss
 w
ith
 

te
st
in
g 
an
d 
re
se
ar
ch
 o
r 
in
 t
he
 e
xa
m
in
at
io
n 
pr
oc
es
s, 
or
 e
lse
 t
he
 d
es
ig
na
tio
n 
w
as
 

re
vo
ke
d;
 th
er
ef
or
e 
ap
pr
ov
al
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 n
ot
 g
ra
nt
ed
. 

*1
: (
5y
ak
u 
A)
 N
o.
 1
5,
 (1
5y
ak
u)
 N
o.
 1
6

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 1
99
3 
by
 T
ei
jin
, L
td
. o
nl
y,
 w
as
 r
ev
ok
ed
 e
ffe
ct
iv
e 

N
ov
em
be
r 
5,
 2
00
3 
an
d 
Te
iji
n 
Ph
ar
m
a 
Li
m
ite
d 
ob
ta
in
ed
 t
hi
s 
de
sig
na
tio
n 
on
 t
he
 

sa
m
e 
da
te
.

*2
: (
5y
ak
u 
A)
 N
o.
 3
5

Th
e 
gr
an
t 
w
as
 g
iv
en
 a
t 
th
e 
sa
m
e 
tim
e 
as
 t
he
 o
ne
 r
ec
ei
ve
d 
by
 d
es
ig
na
tio
n 

nu
m
be
r (
5y
ak
u 
A
) N
o.
 3
4.

*3
: (
12
ya
ku
) N
o.
 5
6

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 1
99
4 
w
as
 r
ev
ok
ed
 e
ffe
ct
iv
e 
D
ec
em
be
r 
20
, 2
00
0 

an
d 
N
ip
po
n 
Ka
ya
ku
 C
o.
, L
td
. o
bt
ai
ne
d 
th
e 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
.

 
*4
: (
6y
ak
u 
A)
 N
o.
 6
7

A
fte
r 
To
ra
y 
In
du
st
rie
s, 
In
c.
 o
bt
ai
ne
d 
th
e 
de
sig
na
tio
n 
on
 J
ul
y 
1,
 1
99
4,
 K
ak
en
 

Ph
ar
m
ac
eu
tic
al
 C
o.
, L
td
. o
bt
ai
ne
d 
th
e 
de
sig
na
tio
n 
on
 A
pr
il 
1,
 1
99
6.
 T
he
 g
ra
nt
 w
as
 

gi
ve
n 
on
ly
 to
 T
or
ay
 In
du
st
rie
s, 
In
c.

*5
: (
8y
ak
u 
A)
 N
o.
 9
3

Th
e 
de
sig
na
tio
n 
fo
r d
ise
as
es
 o
r i
nd
ic
at
io
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
w
as
 fo
r “
de
te
ct
io
n 

of
 re
sid
ua
l t
hy
ro
id
 a
fte
r t
hy
ro
id
ec
to
m
y 
du
e 
to
 t
hy
ro
id
 c
an
ce
r, 
su
pp
or
t 
of
 in
-v
iv
o 

di
ag
no
st
ic
s 
fo
r 
de
te
ct
io
n 
of
 m
et
as
ta
tic
 s
ite
s 
of
 m
et
as
ta
tic
 t
hy
ro
id
 c
an
ce
r 
an
d 

pr
et
re
at
m
en
t f
or
 ra
di
oa
ct
iv
e 
io
di
ne
 tr
ea
tm
en
t t
o 
en
ha
nc
e 
up
ta
ke
 o
f i
od
in
e.
” O
ut
 

of
 t
hi
s 
de
fin
iti
on
, t
he
 g
ra
nt
 w
as
 g
iv
en
 fo
r 7
 y
ea
rs
 fo
r t
he
 p
or
tio
n 
of
 “d
et
ec
tio
n 
of
 

re
sid
ua
l t
hy
ro
id
 a
fte
r t
hy
ro
id
ec
to
m
y 
du
e 
to
 th
yr
oi
d 
ca
nc
er
 a
nd
 s
up
po
rt
 o
f i
n-
vi
vo
 

di
ag
no
st
ic
s 
fo
r 
de
te
ct
io
n 
of
 m
et
as
ta
tic
 s
ite
s 
of
 m
et
as
ta
tic
 t
hy
ro
id
 c
an
ce
r,”
 f
or
 

w
hi
ch
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 sa
le
 w
as
 o
bt
ai
ne
d 
on
 O
ct
ob
er
 1
6,
 2
00
8.
 A
lso
, 

a 
on
e-
ye
ar
 g
ra
nt
 w
as
 g
iv
en
 fo
r t
he
 p
or
tio
n 
of
 “p
re
tr
ea
tm
en
t f
or
 ra
di
oa
ct
iv
e 
io
di
ne
 

tr
ea
tm
en
t 
to
 e
nh
an
ce
 u
pt
ak
e 
of
 io
di
ne
.” 
A
cc
or
di
ng
ly
, a
 p
ar
tia
l m
od
ifi
ca
tio
n 
w
as
 

m
ad
e 
to
 th
e 
ap
pr
ov
al
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e 
on
 M
ay
 2
5,
 2
01
2,
 a
s 
no
te
d.

D
ur
in
g 
th
e 
de
ve
lo
pm
en
t 
ph
as
e,
 t
he
 a
pp
ro
va
l 
w
as
 f
or
 “
pr
e-
tr
ea
tm
en
t 
fo
r 

ra
di
oa
ct
iv
e 
io
di
ne
 t
re
at
m
en
t 
to
 e
nh
an
ce
 u
pt
ak
e 
of
 io
di
ne
 in
 t
he
 t
re
at
m
en
t 
of
 

m
et
as
ta
tic
 th
yr
oi
d 
ca
nc
er
 w
ith
 ra
di
oa
ct
iv
e 
io
di
ne
 a
fte
r t
hy
ro
id
ec
to
m
y 
fo
r t
hy
ro
id
 

ca
nc
er
.”

*6
: (
11
ya
ku
 A
) N
o.
 9
5

Re
ga
rd
in
g 
th
e 
de
sig
na
tio
n 
th
at
 w
as
 r
ec
ei
ve
d,
 a
pp
ro
va
l 
w
as
 g
ra
nt
ed
 f
or
 

m
an
uf
ac
tu
re
 a
nd
 s
al
e 
in
 1
99
7.
  
H
ow
ev
er
, o
n 
A
pr
il 
6,
 1
99
9 
th
e 
de
sig
na
tio
n 
w
as
 

re
vo
ke
d 
du
e 
to
 c
or
po
ra
te
 m
er
ge
r 
an
d 
ot
he
r 
fa
ct
or
s, 
an
d 
G
la
xo
 J
ap
an
 C
or
p.
 

(c
ur
re
nt
ly
 G
la
xo
Sm
ith
Kl
in
e 
K.
K.
) r
ec
ei
ve
d 
th
e 
m
an
uf
ac
tu
rin
g 
an
d 
sa
le
s a
pp
ro
va
l o
n 

th
e 
sa
m
e 
da
te
.  
Th
er
ef
or
e,
 th
er
e 
ar
e 
tw
o 
da
te
s 
lis
te
d 
fo
r a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 

an
d 
sa
le
.

*7
: (
8y
ak
u 
A)
 N
o.
 1
05

Th
er
e 
ar
e 
tw
o 
da
te
s l
ist
ed
 fo
r a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 sa
le
. T
hi
s i
s b
ec
au
se
 

a 
se
pa
ra
te
 a
pp
ro
va
l 
fo
r 
m
an
uf
ac
tu
re
 a
nd
 s
al
e 
fo
r 
th
e 
ad
di
tio
na
l 
co
nd
iti
on
s 
of
 

de
liv
er
y 
m
et
ho
d 
an
d 
do
sa
ge
 w
er
e 
ap
pr
ov
ed
 o
n 
th
e 
la
tt
er
 d
at
e.

*8
: (
14
ya
ku
) N
o.
 1
09

Th
e 
or
ig
in
al
 d
es
ig
na
tio
n 
ob
ta
in
ed
 o
n 
Ja
nu
ar
y 
24
, 
20
02
 w
as
 r
ev
ok
ed
, 
an
d 

N
ov
ar
tis
 P
ha
rm
a 
K.
K.
 o
bt
ai
ne
d 
th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
.

*9
: (
10
ya
ku
 A
) N
o.
 1
14

Th
er
e 
ar
e 
tw
o 
da
te
s l
ist
ed
 fo
r a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 sa
le
. T
hi
s i
s b
ec
au
se
 

on
e 
of
 t
he
 t
w
o 
de
sig
na
tio
ns
 f
or
 d
ise
as
es
 o
r 
in
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
w
as
 

ap
pr
ov
ed
 o
n 
Ju
ne
 2
0,
 2
00
1 
an
d 
th
e 
re
m
ai
ni
ng
 o
ne
 w
as
 a
pp
ro
ve
d 
on
 S
ep
te
m
be
r 

19
, 2
00
3.

*1
0:
 (1
4y
ak
u)
 N
o.
 1
19

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 1
99
9 
w
as
 r
ev
ok
ed
 o
n 
D
ec
em
be
r 
20
, 2
00
2,
 a
nd
 

Ph
ar
m
ac
ia
 (c
ur
re
nt
ly
 P
fiz
er
 In
c.
) o
bt
ai
ne
d 
th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
.

*1
1:
 (1
1y
ak
u)
 N
o.
 1
26

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 1
99
9 
w
as
 r
ev
ok
ed
 o
n 
A
ug
us
t 
5,
 2
00
4,
 a
nd
 K
iri
n 

Br
ew
er
y 
Co
m
pa
ny
, 
Lt
d.
 (
cu
rre
nt
ly
 K
yo
w
a 
H
ak
ko
 K
iri
n 
Co
., 
Lt
d.
) 
ob
ta
in
ed
 t
hi
s 

de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
. T
hi
s 
de
sig
na
tio
n 
w
as
 re
vo
ke
d 
on
 J
ul
y 
2,
 2
01
0.
 O
n 

th
e 
sa
m
e 
da
te
, t
he
 n
am
e 
of
 t
he
 d
ru
g 
w
as
 c
ha
ng
ed
 t
o 
an
ag
re
lid
e 
hy
dr
oc
hl
or
id
e 

an
d 
Sh
ire
 P
ha
rm
ac
eu
tic
al
s 
Ire
la
nd
, L
im
ite
d 
ob
ta
in
ed
 th
e 
de
sig
na
tio
n.
 

*1
2:
 (1
5y
ak
u)
 N
o.
 1
37

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 2
00
0 
w
as
 re
vo
ke
d 
on
 Ju
ly
 1
, 2
00
3,
 a
nd
 A
jin
om
ot
o,
 

Co
., I
nc
. o
bt
ai
ne
d 
th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
. T
hi
s d
es
ig
na
tio
n 
w
as
 re
vo
ke
d 

on
 F
eb
ru
ar
y 
3,
 2
00
6.

*1
3:
 (1
4y
ak
u)
 N
o.
 1
38

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 i
n 
20
00
 w
as
 r
ev
ok
ed
 o
n 
D
ec
em
be
r 
2,
 2
00
2,
 a
nd
 

M
its
ub
ish
i P
ha
rm
a 
Co
rp
or
at
io
n 
ob
ta
in
ed
 th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
.

*1
4:
 (1
5y
ak
u)
 N
o.
 1
50

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 2
00
1 
w
as
 re
vo
ke
d 
on
 N
ov
em
be
r 5
, 2
00
3,
 a
nd
 T
ei
jin
 

Ph
ar
m
a 
Li
m
ite
d 
ob
ta
in
ed
 th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
. T
hi
s d
es
ig
na
tio
n 
w
as
 

re
vo
ke
d 
on
 M
ar
ch
 1
9,
 2
01
2.

*1
5:
 (1
5y
ak
u)
 N
o.
 1
53

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 2
00
1 
w
as
 re
vo
ke
d 
on
 N
ov
em
be
r 5
, 2
00
3,
 a
nd
 T
ei
jin
 

Ph
ar
m
a 
Li
m
ite
d 
ob
ta
in
ed
 th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
. T
hi
s d
es
ig
na
tio
n 
w
as
 

re
vo
ke
d 
on
 M
ay
 1
3,
 2
01
0.

*1
6:
 (1
5y
ak
u)
 N
o.
 1
63

Th
e 
de
sig
na
tio
n 
ob
ta
in
ed
 in
 2
00
3 
w
as
 re
vo
ke
d 
on
 M
ar
ch
 3
0,
 2
00
4 
fo
r o
nl
y 
th
e 

Ta
ish
o 
Ph
ar
m
ac
eu
tic
al
 C
o.
, 
Lt
d.
 p
or
tio
n,
 a
nd
 S
an
ofi
-S
yn
th
él
ab
o 
K.
K.
 (
cu
rre
nt
ly
 

sa
no
fi-
av
en
tis
 K
.K
.) 
ob
ta
in
ed
 th
is 
de
sig
na
tio
n 
on
 th
e 
sa
m
e 
da
te
.

*1
7:
 (1
6y
ak
u)
 N
o.
 1
68

O
n 
Ju
ly
 1
6,
 2
00
8,
 t
he
 a
pp
ro
va
l 
fo
r 
m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 o
bt
ai
ne
d 
fo
r 

“A
nt
ic
oa
gu
la
nt
 f
or
 p
ro
ph
yl
ax
is 
or
 t
re
at
m
en
t 
of
 t
hr
om
bo
sis
 i
n 
pa
tie
nt
s 
w
ith
 

he
pa
rin
-in
du
ce
d 
th
ro
m
bo
cy
to
pe
ni
a 
(H
IT
).”
 T
he
n,
 o
n 
M
ay
 2
0,
 2
01
1,
 t
he
 a
pp
ro
va
l 

fo
r m
an
uf
ac
tu
re
 a
nd
 sa
le
 w
as
 o
bt
ai
ne
d 
fo
r “
an
tic
oa
gu
la
nt
 fo
r p
at
ie
nt
s u
nd
er
go
in
g 

pe
rc
ut
an
eo
us
 c
or
on
ar
y 
in
te
rv
en
tio
n 
(P
CI
) w
ith
 h
ep
ar
in
-in
du
ce
d 
th
ro
m
bo
cy
to
pe
-

ni
a 
(H
IT
) t
yp
e 
II 
or
 a
t r
isk
 o
f H
IT
 ty
pe
 II
” a
nd
 “a
nt
ic
oa
gu
la
nt
 fo
r h
em
od
ia
ly
sis
 p
at
ie
nt
s 

w
ith
 h
ep
ar
in
-in
du
ce
d 
th
ro
m
bo
cy
to
pe
ni
a 
(H
IT
) t
yp
e 
II 
to
 p
re
ve
nt
 c
oa
gu
la
tio
n 
of
 

pe
rfu
se
d 
bl
oo
d 
du
rin
g 
ex
tr
ac
or
po
re
al
 c
irc
ul
at
io
n.
”

*1
8:
 (1
6y
ak
u)
 N
o.
 1
71

Th
e 
de
sig
na
tio
n 
w
as
 o
bt
ai
ne
d 
on
 J
ul
y 
7,
 2
00
4 
by
 F
uj
isa
w
a 
Ph
ar
m
ac
eu
tic
al
 C
o.
, 

Lt
d.
 L
at
er
, 
th
e 
de
sig
na
tio
n 
w
as
 o
bt
ai
ne
d 
on
 D
ec
em
be
r 
13
, 
20
05
 b
y 
Se
nj
u 

Ph
am
ac
eu
tic
al
 C
o.
, L
td
. 
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N
ot
es
 f
or
 T
ab
le
 5
 a
s 
of
 S
ep
te
m
be
r 
1
3
, 2
0
1
2

G
ra
nt
 p
er
io
d

Th
is 
is 
th
e 
nu
m
be
r o
f y
ea
rs
 u
p 
th
at
 a
 g
ra
nt
 h
as
 b
ee
n 
re
ce
iv
ed
 u
p 
to
 th
e 
pr
io
r 

fis
ca
l y
ea
r b
y 
a 
co
rp
or
at
io
n 
to
 d
ev
el
op
 th
e 
or
ph
an
 m
ed
ic
al
 d
ev
ic
e 
de
sig
na
te
d 
by
 

th
e 
M
in
ist
er
 o
f t
he
 M
in
ist
ry
 o
f H
ea
lth
, L
ab
or
 a
nd
 W
el
fa
re
 (M
H
LW
), 
w
hi
ch
 c
om
pa
ny
 

su
bm
itt
ed
 a
 g
ra
nt
 a
pp
lic
at
io
n 
to
 th
e 
N
at
io
na
l I
ns
tit
ut
e 
of
 B
io
m
ed
ic
al
 In
no
va
tio
n 

(N
IB
IO
). 
 If
 t
he
re
 is
 n
o 
nu
m
be
r, 
th
er
e 
is 
no
 r
ec
or
d 
of
 a
 g
ra
nt
 a
pp
lic
at
io
n 
ha
vi
ng
 

be
en
 fi
le
d 
w
ith
 N
IB
IO
 fo
r t
hi
s 
ite
m
. T
he
 re
su
lts
 o
f t
he
 c
ur
re
nt
 fi
sc
al
 y
ea
r g
ra
nt
s 
ar
e 

no
t s
ho
w
n.

N
am
e 
of
 m
ed
ic
al
 d
ev
ic
e 
re
ce
iv
in
g 
de
si
gn
at
io
n

Th
is 
is 
th
e 
na
m
e 
of
 t
he
 d
ev
ic
e 
th
at
 t
he
 M
in
ist
er
 o
f 
M
H
LW
 d
es
ig
na
te
d 
as
 a
n 

or
ph
an
 m
ed
ic
al
 d
ev
ic
e.
 I
t 
m
ay
 d
iff
er
 f
ro
m
 t
he
 a
pp
ro
ve
d 
pr
od
uc
t 
na
m
e 
fo
r 

m
an
uf
ac
tu
re
 a
nd
 s
al
e 
or
 th
e 
ge
ne
ric
 n
am
e.

In
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
or
 in
te
nd
ed
 u
se
s 
de
si
gn
at
ed

Th
es
e 
ar
e 
th
e 
in
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
or
 in
te
nd
ed
 u
se
s 
de
sc
rib
ed
 w
he
n 

th
e 
de
sig
na
tio
n 
w
as
 a
pp
ro
ve
d 
by
 th
e 
M
in
ist
er
 o
f M
H
LW
. If
 th
e 
re
co
rd
 w
as
 re
vi
se
d 

or
 a
dd
ed
 a
fte
r 
th
e 
ap
pr
ov
al
 f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e,
 t
he
 d
es
cr
ip
tio
n 
of
 

in
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
or
 i
nt
en
de
d 
us
es
 m
ay
 d
iff
er
 f
ro
m
 t
he
 o
rig
in
al
 

de
sc
rip
tio
n.

N
am
es
 o
f a
pp
lic
an
ts
 re
ce
iv
in
g 
de
si
gn
at
io
n

Th
is 
is 
a 
lis
t o
f n
am
es
 o
f t
he
 a
pp
lic
an
ts
, s
uc
h 
as
 th
e 
co
rp
or
at
e 
na
m
es
 a
t t
he
 ti
m
e 

of
 a
pp
ro
va
l o
f t
he
 o
rp
ha
n 
m
ed
ic
al
 d
ev
ic
e 
by
 th
e 
M
in
ist
er
 o
f M
H
LW
.  
A
 n
am
e 
m
ay
 

ce
as
e 
to
 e
xi
st
 o
ve
r t
im
e,
 d
ue
 to
 m
er
ge
r o
r a
cq
ui
sit
io
n.

In
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
or
 in
te
nd
ed
 u
se
s 
ap
pr
ov
ed
 fo
r 
m
an
uf
ac
tu
re
 a
nd
 

sa
le Th
es
e 
ar
e 
th
e 
in
di
ca
tio
ns
 a
nd
 e
ffe
ct
iv
en
es
s 
or
 i
nt
en
de
d 
us
es
 f
or
 t
he
 i
te
m
s 

ap
pr
ov
ed
 f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e.
 W
he
re
 t
he
re
 i
s 
a 
da
sh
, t
he
 i
te
m
 i
s 
in
 t
he
 

de
ve
lo
pm
en
t p
ro
ce
ss
 w
ith
 te
st
in
g 
an
d 
re
se
ar
ch
 o
r i
n 
th
e 
ex
am
in
at
io
n 
pr
oc
es
s, 
or
 

el
se
 t
he
 d
es
ig
na
tio
n 
w
as
 r
ev
ok
ed
; t
he
re
fo
re
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e 

w
as
 n
ot
 g
ra
nt
ed
.

N
am
es
 o
f a
pp
lic
an
ts
 o
bt
ai
ni
ng
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e

Th
e 
ap
pr
ov
ed
 it
em
s f
or
 m
an
uf
ac
tu
re
 a
nd
 sa
le
 sh
ow
 th
e 
na
m
es
 o
f t
he
 a
pp
lic
an
ts
 

(c
or
po
ra
te
 n
am
es
) a
t t
he
 ti
m
e 
of
 a
pp
ro
va
l. W
he
re
 th
er
e 
is 
a 
da
sh
, t
he
 it
em
 is
 in
 th
e 

de
ve
lo
pm
en
t p
ro
ce
ss
 w
ith
 te
st
in
g 
an
d 
re
se
ar
ch
 o
r i
n 
th
e 
ex
am
in
at
io
n 
pr
oc
es
s, 
or
 

el
se
 t
he
 d
es
ig
na
tio
n 
w
as
 r
ev
ok
ed
; t
he
re
fo
re
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e 

w
as
 n
ot
 g
ra
nt
ed
. B
ef
or
e 
th
e 
pr
oc
ed
ur
e 
fo
r r
ev
oc
at
io
n 
of
 th
e 
de
sig
na
tio
n 
ha
s b
ee
n 

co
m
pl
et
ed
, t
he
 n
am
es
 o
f a
pp
lic
an
ts
 o
r 
co
m
pa
ni
es
 m
ay
 b
e 
st
ill
 s
ho
w
n 
as
 b
ei
ng
 

ap
pr
ov
ed
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e.

　

D
at
e 
of
 a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e

Th
is 
is 
th
e 
da
te
 o
f a
pp
ro
va
l b
y 
th
e 
M
in
ist
er
 o
f M
H
LW
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e.
 

Th
is 
de
fin
iti
on
 in
cl
ud
es
 th
e 
ca
se
s w
ith
 p
ar
tia
l c
ha
ng
es
 in
 th
e 
te
rm
s a
nd
 c
on
di
tio
ns
, 

su
ch
 a
s 
ad
di
tio
na
l i
nd
ic
at
io
ns
 a
pp
ro
ve
d.
 In
 s
om
e 
in
st
an
ce
s, 
m
ul
tip
le
 d
at
es
 a
re
 

sh
ow
n 
w
he
re
 a
dd
iti
on
al
 in
di
ca
tio
ns
 a
nd
/o
r e
ffe
ct
iv
en
es
s 
w
er
e 
ad
de
d,
 th
e 
lic
en
se
 

w
as
 o
bt
ai
ne
d 
by
 o
th
er
 c
om
pa
ni
es
, o
r a
 m
er
ge
r o
r a
cq
ui
sit
io
n 
oc
cu
rre
d.
 If
 c
ha
ng
es
 

ar
e 
m
ad
e 
to
 t
he
 c
om
m
er
ci
al
 n
am
e,
 s
uc
h 
as
 a
dd
in
g 
th
e 
sh
ap
e 
or
 c
ap
ac
ity
 t
o 
it,
 

th
en
 th
e 
da
te
 o
f fi
rs
t a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 sa
le
 is
 sh
ow
n.
 W
he
re
 th
er
e 
is 
a 

da
sh
, t
he
 it
em
 is
 in
 th
e 
de
ve
lo
pm
en
t p
ro
ce
ss
 w
ith
 te
st
in
g 
an
d 
re
se
ar
ch
 o
r i
n 
th
e 

ex
am
in
at
io
n 
pr
oc
es
s, 
or
 e
lse
 th
e 
de
sig
na
tio
n 
w
as
 re
vo
ke
d;
 th
er
ef
or
e 
ap
pr
ov
al
 fo
r 

m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 n
ot
 g
ra
nt
ed
.

Ap
pr
ov
ed
 p
ro
du
ct
 n
am
e 
fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e

Th
is 
is 
th
e 
pr
od
uc
t n
am
e 
ap
pr
ov
ed
 fo
r i
te
m
s 
w
hi
ch
 a
re
 a
pp
ro
ve
d 
fo
r m
an
uf
ac
-

tu
re
 a
nd
 s
al
e.
 W
he
re
 th
er
e 
is 
a 
da
sh
, t
he
 it
em
 is
 in
 th
e 
de
ve
lo
pm
en
t p
ro
ce
ss
 w
ith
 

te
st
in
g 
an
d 
re
se
ar
ch
 o
r 
in
 t
he
 e
xa
m
in
at
io
n 
pr
oc
es
s, 
or
 e
lse
 t
he
 d
es
ig
na
tio
n 
w
as
 

re
vo
ke
d;
 th
er
ef
or
e 
ap
pr
ov
al
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 n
ot
 g
ra
nt
ed
.

N
ot
es
 f
or
 T
ab
le
 4
 a
s 
of
 S
ep
te
m
be
r 
1
3
, 2
0
1
2

*1
9:
 (1
9y
ak
u)
 N
o.
 1
95

Th
e 
da
te
 o
f a
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e 
is 
di
ffe
re
nt
 fo
r t
he
 tw
o 
di
ffe
re
nt
 

do
se
 t
yp
es
. P
re
zi
st
a 
30
0m
g 
ta
bl
et
 w
as
 a
pp
ro
ve
d 
fo
r 
m
an
uf
ac
tu
re
 a
nd
 s
al
e 
on
 

N
ov
em
be
r 2
2,
 2
00
7 
an
d 
Pr
ez
ist
a 
na
iv
e 
40
0m
g 
ta
bl
et
 w
as
 a
pp
ro
ve
d 
fo
r m
an
uf
ac
-

tu
re
 a
nd
 s
al
e 
on
 O
ct
ob
er
 1
6,
 2
00
9.
 T
he
 d
iff
er
en
ce
s 
ar
e 
du
e 
to
 p
at
ie
nt
s 
ha
vi
ng
 o
r 

no
t h
av
in
g 
pr
ev
io
us
 tr
ea
tm
en
t h
ist
or
y.
 

*2
0:
 (2
0y
ak
u)
 N
o.
 2
10

Pr
ev
io
us
ly
, 
th
e 
ap
pr
ov
ed
 
“in
di
ca
tio
ns
 
an
d 
eff
ec
tiv
en
es
s”
 
w
as
 
lim
ite
d 
to
 

“M
ya
st
he
ni
a 
gr
av
is 
w
he
n 
po
st
-t
hy
m
ec
to
m
y 
st
er
oi
d 
tr
ea
tm
en
t i
s 
in
eff
ec
tiv
e 
or
 it
 

ca
nn
ot
 b
e 
ad
m
in
ist
er
ed
 d
ue
 t
o 
ad
ve
rs
e 
sid
e 
eff
ec
ts
.” 
W
ith
 t
hi
s 
ap
pr
ov
al
 f
or
 

m
an
uf
ac
tu
re
 a
nd
 s
al
e,
 th
e 
in
di
ca
tio
n 
w
as
 e
xp
an
de
d 
to
 m
ya
st
he
ni
a 
gr
av
is 
ot
he
r 

th
an
 th
e 
pr
ev
io
us
ly
 m
en
tio
ne
d 
co
nd
iti
on
s.

*2
1:
 (1
8y
ak
u)
 N
o.
 1
92

A
m
ge
n 
In
c.
, (
cu
rre
nt
ly
 A
m
ge
n 
D
ev
el
op
m
en
t 
Co
., 
Lt
d.
) o
bt
ai
ne
d 
th
e 
de
sig
na
-

tio
n 
on
 A
ug
us
t 1
1,
 2
00
6.
  L
at
er
, K
yo
w
a 
H
ak
ko
 K
iri
n 
Co
., L
td
. o
bt
ai
ne
d 
th
e 
de
sig
na
-

tio
n 
on
 F
eb
ru
ar
y 
2,
 2
01
0.
 

*2
2:
 (2
2y
ak
u)
 N
o.
 2
29

Ba
xt
er
 L
td
. o
bt
ai
ne
d 
th
e 
de
sig
na
tio
n 
on
 J
un
e 
16
, 2
01
0.
  L
at
er
, T
ak
ed
a 
Ph
ar
m
a-

ce
ut
ic
al
 C
o.
, L
td
. o
bt
ai
ne
d 
th
e 
de
sig
na
tio
n 
on
 Ju
ne
 1
0,
 2
01
1.
 

*2
3:
 (8
ya
ku
 A
) N
o.
 9
1

A
pp
ro
va
l f
or
 m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 o
bt
ai
ne
d 
on
 J
an
ua
ry
 1
7,
 2
00
2,
 a
nd
 th
e 

pr
od
uc
t w
ith
 a
 d
iff
er
en
t d
os
ag
e 
w
as
 a
dd
ed
 o
n 
A
ug
us
t 1
7,
 2
01
1.

*2
4:
 (1
5y
ak
u)
 N
o.
 1
67

Th
e 
ap
pr
ov
al
 fo
r m
an
uf
ac
tu
re
 a
nd
 s
al
e 
w
as
 o
bt
ai
ne
d 
on
 O
ct
ob
er
 2
0,
 2
00
6 
fo
r 

“re
la
ps
e 
of
 m
ul
tip
le
 m
ye
lo
m
a 
or
 re
fra
ct
or
y 
m
ul
tip
le
 m
ye
lo
m
a.
” O
n 
Se
pt
em
be
r 1
6,
 

20
11
, 
an
 
ad
di
tio
na
l 
in
di
ca
tio
n 
w
as
 
ap
pr
ov
ed
 
to
 
tr
ea
t 
“u
nt
re
at
ed
 
m
ul
tip
le
 

m
ye
lo
m
a;
” 
th
er
ef
or
e 
th
e 
in
di
ca
tio
ns
 o
r 
eff
ec
tiv
en
es
s 
w
as
 c
ha
ng
ed
 t
o 
“m
ul
tip
le
 

m
ye
lo
m
a.
”

*2
5:
 (2
2y
ak
u)
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Saito-nishi Station

Saito-nishi
Station

[Train]  Take the Osaka Monorail to "Saito-nishi".
 and walk 10 minutes.

[Taxi]  about 20 min. from "Senri-chuo", about 15 min. from "Kita-senri" station

[Driving]  About 15 min. from Ibaraki Interchange, Meishin Expressway
 About 15 min. from Suita Interchange
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