
1 

Medical Device Approvals at Japan’s  
Pharmaceutical and Medical Device Agency—PMDA. 

Improving Approval Speeds Make Japan 
an  

Even More Attractive Market 

Philip O’Neill, 
Parkdale Group 
Kyoto, Japan. 

June 2020.

philip.oneill@parkdale-group.com 
Tel: 81-80-1450-8480 

Reviewed by: Yukiko Asaeda, MD. 

Summary: 
Approval Times for Medical Devices by the PMDA have improved dramatically over recent years. 
Investments by the PMDA have eliminated differences in approval times between the PMDA and the US 
FDA for high risk: Class III and IV devices. In fact, approvals in Japan for all types of device.  Device Lag, the 
phenomenon in which medical devices enter the Japanese market later—sometimes years later—than 
they enter the US or other markets, has been an ongoing issue in Japan. Device lag is driven by the date of 
application to the PMDA, rather than the speed of the approval process in Japan.  

Recommendation: 
Medical device and medical technology companies should prioritize Japan as their first overseas market. 

About Parkdale Group: 
Parkdale Group comprises a network of experienced international professionals in the medical, legal, 
regulatory, research, academic and business realms who are dedicated to working with companies to bring 
medical, healthcare, wellness and other new technologies to improve the lives of people in Japan and 
around the world.  
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We work with companies that are new to the Japanese market, and companies that are already in Japan 
but who want to improve their businesses.  Parkdale Group are your first point of contact for entering the 
Japanese market. We work with professional to facilitate regulatory and approval issues, find partners for 
proof of concept and clinical trials, help you build relationships with Japanese and international 
distributors.  We can even work with our group to set up and manage your new company and business 
operation. Our location in Kyoto puts us at the heart of innovation and research in Japan, and gives us 
strong linkages across the country.  
 
Introduction: 
This report is for Medical Device manufacturers, both established companies and Start Ups who are 
looking for markets outside of North America and Europe.  
 
The Japanese Medical Device market is large and sophisticated, with a very transparent and high quality 
regulatory and reimbursement system which makes it a predictable and profitable market. The Japanese 
population is aging but is relatively wealthy and interested in receiving the best care available. 
 
Major Japanese corporations have very strong balance sheets and are keen to licence in and acquire new 
technologies, and undertake M&A activity with the right companies.  
 
The Japanese landscape has changed for the better for Start-up and early-growth companies: Japan is an 
excellent place to demonstrate Proof of Concept, obtain high quality approvals,  conduct clinical studies, 
develop commercialization capabilities, and build scale.  
 
The Government of Japan and its various ministries, and all regional and local governments, including 
Kyoto and Osaka Prefectures and Kyoto City are keen to work with innovative overseas start-ups.   
 
The Ministry of International Trade and Development along with JETRO has recently introduced a new 
Start Up Visa program which lowers the hurdle for Start Ups to enter Japan.  
 
Manufacturing capability in Japan is second to none, and high quality business professionals are available 
to build your business.  
 
For established Medical Device Companies, the Japan offers a predictable regulatory and reimbursement 
environment, efficient supply chain and distribution, and a ready market for devices already in service 
overseas. This makes Japan an important market for the full product life cycle.  
 
Promising Areas: 
There is particular demand for systems for managing aging care, MHR and PHR systems, telemedicine 
systems and software, wellness enhancing systems or devices, mobility enhancement for an aging 
population, AI-enhanced imaging and diagnostic systems, In-vitro diagnostic systems, and many other 
areas.   
 
 
The Japanese Medical Device Market: 
The Japanese Medical Device market is attractive. It is a large and growing market, the third largest after 
the United States and China.  Estimates vary, but the total market size is about USD 29 Billion in 2020 
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growing at about 4% per year. Medical device spending constitutes about 6.3% of the National Health 
Insurance (NHI) total medical expenditure. This expense ratio has stayed stable since the 1980s, and “it can 
be said that the medical device market is fully controlled with respect to medical expenses” (Tamura, M 
2018). In contract the US, or Europe which have many sub-jurisdictions and payor, Japan has a single 
national market, with one regulator and reimbursement price. Japan also boast a robust a robust patent 
and intellectual property protection system, making it a single, large, defendable market.  
 
Japan’s Healthcare System and Funding: 
Japan has a well-developed compulsory, universal, national health insurance system: all residents are 
covered for health care services including primary care, prescription drugs, dentistry, hospital care, 
surgery, etc. The delivery of health care is offered by a wide variety of entities including individually 
operated clinics, small private and public hospitals, and major teaching hospitals attached to universities. 
Enrollees in the system are free to choose their primary healthcare provider. (Japan Health Policy Now, 
2018) 
 
The Japanese health insurance system is funded through individual and company contributions as well as 
supplements from general taxation at the national and local level. Interventions, medical visits, dentistry,  
and prescription drug sales are subject to co-payments by individuals, typically 30% for adults under 70 
years of age. This co-payment is capped for catastrophic or high cost treatments. Individuals can also 
purchase top-up insurance plans that cover private hospital rooms or that offer financial benefits during 
hospitalization. 
 
In Japan, there are many health care providers but a single reimbursement price.  Reimbursement levels 
for medical devices are determined by the Ministry of Health Labor and Welfare-MHLW--through a 
formula that takes into account the overseas prices charged for particular devices, or through a cost-plus 
formula. (Japan Health Policy Now, 2018). (Suzuki, 2018).  While reimbursements will be under pressure, as 
they are everywhere, good opportunities exist for companies with innovative products.  
 
PMDA—Pharmaceuticals and Medical Device Agency: 
The Ministry of Health Labor and Welfare--MHLW, oversees the health care insurance and delivery system 
in Japan. The Pharmaceutical and Medical Device Agency, PMDA, is responsible for approval and 
monitoring of all drugs and medical devices marketed in Japan, playing a similar role to the FDA or Health 
Canada.   
 
 
 
 
 
 
 
 
 
 
 
 
 

Image 1 

Foundations of the PMDA at a Glance 

Source: (Hojo 2015). 
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The PMDA has a unique mandate in that it is based on three pillars: Relief, Review, and Safety.  
That is relief for patients who suffer adverse effects from drugs or devices, review of new drug and device 
applications, safety of drugs and medical devices.  See Image 1.  
 
 
Pressure to maintain services and control costs: 
In order to sustain this universal health care system and continue to provide high quality care to an aging 
society, the MHLW and the PMDA are have been working for some years to bring the latest, most 
effective, and most cost effective drugs and medical devices into Japan (Hojo, 2015) 
 
Device Lag: 
Device lag is a term used to describe the delay—often years--between the introduction of a new medical 
device in the USA or Europe and Japan.   
 
Ohki mentions in a 2013 article that “it can often take several years for a medical device that is 
already approved and in use in the West to gain regulatory approval in Japan, a delay called the 
“device lag problem.”  Going back to the introduction of endovascular stent graft for treating 
abdominal aortic aneurysms was approved in Europe in 1997 and in the United States in 1999, but 
it was not until 2008 that one was approved in Japan. (Ohki, 2013) 
 
Device Lag is a recurring theme at the PMDA, and important investments and actions have been 
undertaken to overcome Device Lag (and Drug Lag in pharmaceuticals). The American Medical Devices and 
Diagnostics Action—AMDD--which comprises 70 US and other overseas members highlights device lag as 
their major policy issue. (Amercian Medical Devices and Manufacturers Association , 2020) 
 
In 2014, the medical device approvals process was separated out from the drugs approval process, which 
has led to a number of improvements. Steps undertaken at the PMDA include goal setting for decision 
times, increased investments in prior consultations before submissions by device manufacturers, greater 
use of outside experts for examinations, greater dissemination of information in English and establishment 
within of the MHLW of a fast track approval processes for highly desired treatments and for orphan 
diseases. (Otake, 2015) Since 2015, PMDA has made considerable investment since its inception to 
improve the speed, responsiveness and predictability of medical device approvals (Mori, 2019).  

 
 
 

 
Sidebar: Sakigake: Japan’s Fast Track System: 
The fast track—Sakigake--program was initially implemented as a pilot program in  Fiscal 
year 2015 by the MHLW. It's fourth round took place in 2019, and the program has become 
permanent, with enactment of a new law in on November 27th, 2019. The Sekigake, or front 
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runner program, that based on four criteria:  1. ) Innovativeness, 2.) Severity of the Target 
Disease, 3.) High effectiveness, 4.) Development first in Japan, a very rapid device approval 
process can be implemented that could cut about seven months from the approval process.  
(Mori, 2019), (PMDA, 2018) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Major Challenges at the PMDA: 
As we can see in Image 2, Shortening Approval Times, Enhancing Safety Measures, and Globalization are 
the three major challenges that the PMDA focussed on in their previous five year plan (Otake, 2015). 
Shortening the time to approval has been a key area, and we see that indeed approval times at the PMDA 
are getting shorter, and are comparable, if not faster, than approval times at the FDA.  
 
 
Japanese Medical Device Approvals Process: 
Risk Categories and Listings: 
Medical devices in Japan are categorized into four risk classes:  Classes: I, II, III, IV based on the increasing 
level of harm that could be done to a patient if the devices malfunctions or does not work as described. 
Approved Medical Devices are listed with a description and Code Number in the Japan Medical Device 
Nomenclature: JMDM.  See the illustrative list and Table 1 below: 
 
Class I:  
Reusable electrocardiograph electrode, JMDN Code: 42489000 

Image 2 
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Glucose analyzer, JMDN Code: 36730000 
 
Class II:  
Permanent magnet whole body MRI system, JMDN Code: 37652000 
Resistive magnet mammographic MRI system, JMDN Code: 37611000 
 
Class III:  
Posterior chamber lens, JMDN Code: 35658100 
Single Use corrective contact lens, JMDN Code: 37581000 
 
Class IV:  
Pulmonary artery catheter, JMDN Code: 35889000  
Coronary stent, JMDN Code: 36035004 Source: (PMDA, 2015-2020) 
 
Risk Based Medical Device Classification and Type of Regulation in Japan: 

 
 
 
Routes to Medical Device Approval in Japan: 
It can take from three to seven years to develop a new medical device, clear the approval process and  
reimbursement process before it reaches the patient.  Great care and attention are required to navigate 
this process in order to meet patient needs a soon as possible. (Van Norman, 2016) 
 

Table 1 

Medical Device Classifications in Japan 
International 
Classification 

Risk Based Medical Device 
Classification 

Classification Risk Level Type of Regulation 

 
 

Class I 
 

Devices with extremely low risk to the 
human body in case of problems. 
Examples: Invitro diagnostics devices, 
steel made small devices, (including a 
scalpel, tweezers), x-ray film, devices 
for dental techniques 

 
General 
Medical 
Devices 

 
Extremely 
Low 

Approval/certification not required 
 
 
(Notification/self-declaration) 

 
 

Class II 

Devices with relatively low risk to the human body  
in case of problems.  
Examples: MRI devices, electronic  
endoscope, catheter for digestive  
organs, ultrasonic devices, dental alloy 

 
Controlled 
Medical 
Devices 

 
Low 

Certification by third 
party certification. 
(limited to devices 
for designated 
controlled Medical 
Device, complying 
with certificate 
standards) 

Approval by 
the Minister 
of Health, 
Labor, and 
Welfare 
(reviewed by 
PMDA) 

 
      Class III 

Devices with relatively high risk to the 
human body in case of problems.  
Examples: Dialyzer, bone prothesis, 
mechanical ventilation  

 
 
Specially 
Controlled 
Medical 
Device  

 
Medium/High 

 
Class IV 

Devices highly invasive to patients with 
life-threatening risk in case of 
problems. 
Example: 
Pacemaker, 
artificial cardiac 
valve, stent graft.  

 
 
High 

 
Approval by the Minister of Health 
Labor and Welfare (reviewed by 
PMDA) 

Source: (PMDA , 2020) 
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Routes to approval at the PMDA do not match on a one-to-one basis with other jurisdictions. However,  
there has been ongoing work towards regulatory harmonization, if not convergence, in particular between 
US FDA and the PMDA through the Harmonization by Doing (HBD) program. (Krukoff, 2019) (PMDA, 2020) 
 
The approval routes for Japanese and overseas manufacturers are the same, i.e., there is no special route 
or barrier reserved for overseas companies, and overseas clinical trial data is often used in submissions. In 
Fiscal Year 2018, of 38 New Devices approved 12 used foreign clinical evidence only, and of 52 Improved 
Devices (with Clinical Data) approved 21 used foreign clinical evidence only as part of the approval process. 
 
Marketing Authorization Holder: MAH 
An important feature of the Japanese medical device market for overseas firms is that a Marketing 
Authorization Holder, MAH, or a Designated Marketing Authorization Holder D-MHA must be present in 
Japan to undertake the approval process and follow up on any post marketing studies, recalls or other 
safety-related incidents. An MAH is a corporation resident in Japan: examples include a Japanese medical 
device manufacturer or distributor, a medical consulting company that has capacity as an MAH, or a 
Japanese subsidiary of the overseas manufacturer. There is a large number of such overseas manufacturers 
operating in Japan.  For example, the American Medical Devices and Diagnostics Manufacturers 
Association (a Japanese special purpose corporation)-AMDD-has over 60 members representing major 
overseas manufacturers.  (Amercian Medical Devices and Manufacturers Association , 2020) 
 
Submission Routes at the PMDA: 
Class I devices are the most straight-forward to register and require only make a Pre-Market Submission to 
the PMDA in order to market the devices in Japan.  
 
For Class II devices, the certification process has similarities to the European system in that it requires a 
Pre-Market Submission through a Registered Certified Body (RCB). The RCB will also undertake a Quality 
Management Audit (QMA) of the manufacturer’s facilities. This QMA is typically achieved through 
documentation, rather than an on-sight inspection. (Van Norman, 2016) 
 
Class III and IV devices have more thoroughgoing approval process which can give us interesting insights 
about times to approvals and bases for comparison.  
 
Five Routes: 
There are five routes for medical device approvals in Japan.  
The first two apply to high risk--Class III and IV--devices that are either entirely new to the market or are 
devices that have undergone substantial modification.  
 

1.) New Medical Devices: Marketing applications that have a clearly different Structure, Usage, 
Indication, Performance, etc. as compared to those which have already been approved for 
marketing (excluding devices subject to use-results survey specific in Article 23-2-9, Paragraph 1 of 
the Pharmaceuticals and Medical Devices Act and the survey is ongoing; hereafter “existing 
approve medical devices”)  
 

2.) Improved Medical Devices (with clinical data): That is, they require clinical data for approval. 
Marketing applications for medical devices that do not fall under the ‘new medical devices” or 
“generic medical devices”.  Note that overseas clinical studies and data, without Japanese clinical 
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data are used in a large number of PMDA approvals, so Japanese pre-market clinical studies may 
not be required if high quality clinical data already exists.  

 
3.) Improved Medical Devices (without approval standards, without clinical data) Marketing 

applications for medical devices that do not fall under the “new medical devices” or “generic 
medical devices” (limited to devices for which no clinical data are required to be submitted.) Class II 
copycat devices that enter the market go through this route. They have their own approval 
processes, but with some exceptions. 

 
4.) Generic Medical Devices (without approval standards, without clinical data) Marketing applications 

for medical devices that are regarded as substantially equivalent to existing approved medical 
devices in terms of structure, usage, indications, performance, etc. (limited to devices for which no 
clinical data are required to be submitted.) 

 
5.) Generic Medical Devices (with approval standards, without clinical data)   Marketing applications 

for medical devices that are regarded as substantially equivalent to existing approved medical 
devices in terms of structure, usage, indications, performance, etc. (limited to devices for which no 
clinical data are required to be submitted.) (note).  

 
Device Approval Application Numbers: 
The number of applications submitted varies year to year.  
See Table 2 for the number of Applications filed each year. Note that the Approval rate is over 90%. 
Partial Change means an application for an additional indication has been made, or that there is a change 
in manufacturing facility or manufacturing process or materials.  
 

Table 2 

PMDA Medical Device Applications in Fiscal Years by Application Category (Japanese fiscal year ends March 31st)  

Application Category  FY 2014 FY 2015 FY 2016 FY 2017 FY 2018 TOTAL 

New Medical Devices New 37 14  11  20  16  98 

 Partial 
Change 63 16  18  17  23  137 

 Total 100 30  29  37  39  235 

  FY 2014 FY 2015 FY 2016 FY 2017 FY 2018  

Improved Medical Devices (with 
clinical data) New 36 23 43 46 24 172 

 Partial 
Change 9 4 6 14 14 47 

 Total 45 27 49 60 38 219 

  FY 2014 FY 2015 FY 2016 FY 2017 FY 2018  

Improved Medical devices (without 
clinical data) New 194 144 155 103 154 750 

 Partial 
Change 68 74 62 63 51 318 

 Total 262 218 217 166 205 1068 

  FY 2014 FY 2015 FY 2016 FY 2017 FY 2018  
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Generic Medical Devices New 418 319 355 373 333 1798 

 Partial 
Change 544 469 574 491 477 2555 

 Total 962 788 929 864 810 4353 

Source: (PMDA Annual Report 2018, 2019) 
p.201 

 
 
 
Approval Times for Class III and Class IV Devices: 
New Medical Devices and Improved Medical Devices (with clinical data) are the most interesting routes 
as they represent the largest investment of resources and are presumably the greatest contributors to 
device lag because they require the highest level of interaction between the regulator and the 
manufacturer.  
 
The clock counting the number of days to approval starts when the application is accepted by the PMDA 
from the Marketing Authorization Holder. Of course, the Marketing Authority Holders are encouraged to 
contact with PMDA for discussions and information exchange as early as possible before making a 
submission. According to data from the 2017 and 2018 Annual Reports, the success of a New or Improved 
Device (with clinical data) application is highly likely (PMDA Annual Report 2018, 2019). Chart 1 illustrates 
the approval times for Improved Devices (with Clinical Data) and New Devices. 
 

 
Source: (PMDA, 2015-2020) 

 
An important consideration during the approval process is the Regulatory Time vs the Manufactures time. 
This does not include the pre-submission consultation time; this is a measure of how quickly the 
interactions are taking place between the regulator and the manufacturer. The clock starts when the 
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dossier is accepted at the PMDA.  Chart 2 illustrates Regulatory and Manufacturer time in days for New 
Devices.  

 
 
Source: (PMDA, 2015-2020) 
 
Chart 3 illustrates Regulatory Time and Manufacturers time for Improved Devices (with clinical data) Note 
that these are similar to times for New Devices.  
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(PMDA, 2015-2020) 
Approvals at the FDA: 
Let us look at the FDA for comparison. The FDA is the overseas counterpart that interacts most with the 
PMDA and is the first stop overseas stop for most Canadian companies. At the time of writing, the 
European system is dispersed and is scheduled to undergo major reform.  (Cavanaugh, 2019) (Van Norman, 
2016)  
 
As many readers will know, there are three risk classes at the FDA: Class I, Class II, and Class III, from lowest 
risk to highest,  based on the level of control to ensure the safety and efficacy of the device.  

Class I – These devices present minimal potential for harm to the user and are often simpler in design than 
Class II or Class III devices. Examples include enema kits and elastic bandages. 47% of medical devices fall 
under this category and 95% of these are exempt from the regulatory process.  

Class II – Most medical devices are considered Class II devices. Examples of Class II devices include 
powered wheelchairs and some pregnancy test kits. 43% of medical devices fall under this category. 

Class III – These devices usually sustain or support life, are implanted, or present potential unreasonable 
risk of illness or injury. Examples of Class III devices include implantable pacemakers and breast implants. 
10% of medical devices fall under this category. (Fenton, 2019) 

PMDA Class III and Class IV medical devices, with some exceptions, would generally be subsumed into the 
FDA Class III.  

Routes to Approval at the FDA: 
The FDA outlines these three broad Routes for introducing a for Medical Device to the US market. Exempt, 
Pre-Market Notification--the 510(k), and Pre-Market Approval (PMA). 
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Several sub-categories within each of these routes including the De Novo process for new, medium risk 
devices. The FDA is also working to re-vamp and update and streamline the 510(k) process (FDA, 2019) 
 
Exempt 
If a device falls into a generic category of exempted Class I devices, a premarket notification application 
and FDA clearance is not required before marketing the device in the U.S. However, the manufacturer is 
required to register their establishment and list their generic product with FDA. Examples of exempt 
devices are manual stethoscopes, mercury thermometers and bedpans. 
 
Premarket Notification: 510(k)  
Most Class II Medical Devices go through the 510(k) route.  
This is known as Premarket Notification (PMN) or more commonly 510(k). Under 510(k), before a 
manufacturer can market a medical device in the United States, they must demonstrate to FDA’s 
satisfaction that it is substantially equivalent (as safe and effective) to a device already on the market. If 
FDA rules the device is "substantially equivalent," the manufacturer can market the device. (FDA, 2018) 
 
Pre-Market Approval: PMA  
A primary safeguard in the way FDA regulates medical devices is the requirement that manufacturers must 
submit to FDA a Premarket Approval (PMA) application if they wish to market any new products that 
contain new materials or differ in design from products already on the market. A PMA submission must 
provide valid scientific evidence collected from human clinical trials showing the device is safe and 
effective for its intended use. If the device you are researching is life sustaining or presents a potential, 
unreasonable risk of illness or injury, you should search FDA’s Premarket Approval (PMA) releasable 
database.  The majority of Class 3 devices through the PMA pathway. 
 (Food and Drug Administration , 2017) 

Comparisons between Japan’s PMDA and the FDA approval times: 
FDA Class III medical devices, with some exceptions, would be subsumed in the PMDA Classes III and IV.  
So, we will look at FDA Approval times for PMAs and do some simple comparisons of times to approval. 
Data is from the FDA MDUFA Reports to Congress. Chart 4 below shows PMA times at the FDA from 2015 
to 2018.  
 
FDA: Pre-Market Approvals: 
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PMDA vs FDA REGULATORY TIME: 
 

A  
Source: (FDA, 2018) (PMDA, 2015-2020) 

Chart 5 is a comparison of Regulatory times approval times for PMA Originals and PMDA Improved Devices 
(with clinical data) are shorter in Japan.  We see that in FY 2018, the PMDA approvals required about 45 
fewer regulatory days than at the FDA.  
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Chart 6 shows that approval times are similar for the PMDA and FDA., while Chart 7 show us that average 
Regulator Time at the PMDA is shorter than at the FDA.  
Source: (FDA, 2018) (PMDA, 2015-2020)Source: (FDA, 2018) (PMDA, 2015-2020) 
 
 
 

Source: (FDA, 2018) (PMDA Annual Report 2018, 2019) (PMDA, 2015-2020) 
 
 
Chart 8 illustrates that Regulatory Time, as a proportion of the overall approval process, is shorter in Japan.  

 
This is extremely interesting for medical device companies, as it indicates that the PMDA has a quick 
turnaround time in decision making process. 
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Source: (PMDA Annual Report 2018, 2019) (FDA, 2018) 

 
 
 
 
 
 
Approval Times Becoming More Predictable: 
Decision making times at the PMDA have become more predictable. We can see from the charts that 
follow that Maximum approval time are now under 1000 days, while the Average Time has decreased from 
400 days down to 263. This is a decrease of about 4 ½ months, which is a dramatic increase in speed.  
See Chart 9 below. 
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Source: (PMDA Annual Report 2018, 2019) (PMDA, 2017) 
 
Japan Approval Time Distributions: 
The four charts below show the compression of approval times at the PMDA.  
As a backlog of applications was cleared during Fiscal Years 2015, 2016, and 2017, which appear as the far 
outliners. The data for 2018 shows now far outliners with a central peak around 180 days. This graphically 
indicates that the PMDA has achieved greater speed and predictability in the approvals process. Charts 10, 
11, 12 and 13 show that approval times at the PMDA are becoming both shorter and less widely 
distributed.  
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(Pharmaceuticals and Medical Device Agency, Japan , 2019) 
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All of the above indicates that the PMDA is able to approve devices in comparable time or faster than the 
FDA. A one month difference in approval time translates into another month in the hands of care providers 
and service to patients and an additional month of revenues. This is a substantial benefit over a device 
portfolio.  
 
 
Device Lag = Application and Submission Delay: 
In FY 2018, the PMDA approved 38 New Medical Devices. 21 of these devices had previous approval by the 
FDA in the US. The shortest delay is 286 Days after FDA approval, for the Oncomine Dx Target Test CDx 
System  from Life Technologies Japan Ltd, which is a diagnostic system used in lung oncology.  
The average delay after approval in by the FDA is 1660 days, or 4 ½ years.  
 
The longest delay was for the  Excimer Laser Turbo Catheter from Spectranetics Corporation, which is a 
“laser angioplasty catheter used for percutaneous endovascular treatment given to restenotic or 
reocclusive lesions that occur within a stent placed in the femoropopliteal artery”. This had originally been 
approved in by the FDA as far back as 2004.  
 
So, what we really see is that the persistence of device lag comes from a delay in making the application to 
the PMDA, not delays at the PMDA itself.  
 
Because the PMDA can approve a new product very quickly if a good application is made,  companies 
hoping to introduce a device to Japan should start their preparations and discussion with PMDA as early as 
possible in order to have smooth process.  
 
Reimbursement:  
The reimbursement process is the final step in bringing a medical device to market in Japan. This process 
involves an application to the MHLW and is topic for another paper. But there is evidence that the 
reimbursement process is faster in Japan than in the US, which indicates that Japan is indeed an excellent 
overseas market.  (Suzuki K. , 2018) 
 
Conclusions: 
The PMDA’s efforts over the years to make it easier for patients, doctors, and health care providers to 
access innovative medical devices, and overcome “device lag” are bearing fruit.  
 

• PMDA Approval times for new devices are as fast or faster than the US FDA. 
• Approval times are become more predictable with each passing year.  

 
Japan is a very attractive market for start-ups and established medical device companies. The sooner the 
application process with the PMDA is made, the better.  
 
With the right connections and partners in Japan, you have a high probability of success in this strong and 
growing market.  
 
Recommendations: 
Japan is a sophisticated, growing medical device market. Japan should be an integral part of your medical 
device or system life cycle.   
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The environment in Japan for Start-ups and established medical device companies has never been better. 
Given the difficulties facing companies in other overseas market, entering Japan should be a top priority.  
 
 
Contact us: 
The Parkdale Group is a specialty consulting and management company for medical technology and 
devices in based in Kyoto, Japan. Our wide ranging network of experts can help you make the most of 
opportunities in the Japanese market.  
 
Contact Philip O’Neill, at philip.oneill@parkdale-group.com 
OR call 81-80-1450-8480.  
 
Parkdale Group and parkdale-group.com are Service Marks of O’Neill Warner Company, Limited.  
Kyoto Research Park, 134 Chudoji Minamimachi, Shimogyo-ku, Kyoto 600-8813, Japan 
 
Registered Address: Hananobocho 9-20, Murasakino, Kita-ku, Kyoto 603-8302. 
 
Reviewer:  
Dr. Yukiko Asaeda: 
Yukiko Asaeda, MD is a medical doctor in Japan with over a decade of experience in the healthcare and 
pharmaceutical industry. Her pharmaceutical careers evolved from medical advisor roles in drug 
development and pharmacovigilance into core leadership roles in Medical Affairs in therapeutic areas of 
ophthalmology, oncology and internal medicine at several global pharmaceutical companies, such as 
Novartis. Having built a strong local expert network, she founded her own consulting business to help 
foreign biotech and biopharmaceutical companies successfully expand to the Japan market. She focuses on 
the innovative medicines and rare diseases, which patients need extra support.  
 
Dr Asaeda completed the Bachelor of Sciences in Molecular Biology and Biochemistry at Simon Fraser 
University, Canada followed by Medical degree at Shimane University, Japan. She currently practices at a 
private clinic while running a consulting business. 
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