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Agenda

• Three Pillars of “PMD Act” (Revised Pharmaceutical 
Affairs Act)

• Safety Measures: Package inserts
• Medical Devices
• Regenerative Medicines

• SAKIGAKE Strategy
• SAKIGAKE
• Scheme to rapid authorization of unapproved drugs
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Overview of the revision of Pharmaceutical Affairs Act (PAA)

• Points of this revision are to; 
1. Strengthen safety measures regarding drugs and 

medical devices, etc.
2. Revise medical device regulations based on its 

characteristics
3. Introduce regenerative medicine product regulations 

based on its characteristics

• Name of PAA will be changed to “the Act on Securing 
Quality, Efficacy and Safety of Pharmaceuticals, Medical 
Devices, Regenerative and Cellular Therapy Products, 
Gene Therapy Products, and Cosmetics” = “PMD Act”.

• The chapter separated from drugs for medical devices 
will be prepared.  
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SAFETY MEASURES
First Pillar of the PMD Act
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Background on the revision;
 Promotion of practical application of innovative medical products 

requires strengthening of safety measure system. 

 Package inserts are important for notifying precautions for usage to 
medical institutions, and therefore, should be considered to be of high 
importance. 

 PAA before the revision did not clearly mandate constant updating of 
package inserts, reflecting the latest information. 

 Therefore, by taking account of the above to be revised, safety 
measures regarding medical products could be enhanced. 

New Regulations;
 Contents of package inserts should be notified to MHLW on the time 

of approval and revision.

 Package inserts notified will be uploaded in a web-site.

 Paper package inserts of any medical devices will be able to be 
omitted under certain conditions.

6



MEDICAL DEVICES
Second Pillar of the PMD Act
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Background on the revision;
Medical devices have characteristics that are different from 

pharmaceuticals such as revisions in a short cycle. 
New medical devices take a long time reaching approval 

and marketing stages. 
 In order to promote globalization of medical devices, the 

law must take into account of the consistency with the 
international standards. 

Therefore, regulatory revision taking in account of the 
characteristics of medical devices is necessary for 
promoting expeditious practical application and regulatory 
reasonability. 

New Regulations;
 Scope of third party certification will be expanded.

 Standalone Medical Device Software (SMDS) will be regulated.
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Regenerative Medicines
Third Pillar of the PMD Act
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Background on the revision;
 Citizens have high expectations towards regenerative technology such 

as the iPS cells as being innovative technology. On the other hand, 
safety issues exist.

 Therefore, regulations should be created based on the unique 
characteristics of regenerative medicine products.

New Regulations
 Establishment of specific definition of regenerative medicine products: 

Introduction of new definition of regenerative medicine products apart 
from pharmaceuticals and medical devices in the PAA.

 Approval system for earlier commercialization of regenerative medicine 
products: Introduction of Tentative Approval with condition and 
effective period. Efficacy and safety will be further confirmed after 
tentative approval.

 Safety and ethics in the post market phase: Informed consent. Post 
market safety measures (infectious disease periodic reports,  record 
retention etc.). 10



Agenda

• Three Pillars of “PMD Act” (Revised Pharmaceutical 
Affairs Act)

• Safety Measures: Package inserts
• Medical Devices
• Regenerative Medicines

• SAKIGAKE Strategy
• SAKIGAKE
• Scheme to rapid authorization of unapproved drugs

11



http://www.mhlw.go.jp/english/policy/health-medical/pharmaceuticals/140729-01.html
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Thank you for your 
attention !

URL: http://www.mhlw.go.jp/english/
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