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The first round of CEA results signal change for the pharmaceutical 
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Executive summary 

In April, Japan announced the first round of results from its new cost-effectiveness assessment 

(CEA) system launched in 2019. Reimbursement for Novartis’s Kymriah was cut by 4.3% and 

GSK’s Trelegy received a reduction of 0.5%. In comparison to the massive double-digit cuts 

made under other repricing mechanisms, these adjustments were relatively minor. However, 

the successful completion of these reviews is an important signal that Japan is serious about 

value-based pricing. Cost-effectiveness assessments are here to stay, and the 

pharmaceutical and medical device industries need to prepare. 

Like other Healthcare Technology Assessment (HTA) systems, Japan aims to reward value by 

linking reimbursement levels to health economic outcomes. However, in its current form the 

Japanese system differs significantly from its European counterparts in that it is: 

• Designed to adjust reimbursement, not set initial pricing or serve as a gatekeeper for 

access 

• Focused primarily on adjusting “utility” premiums 

• Particularly punitive to therapies that fail to disclose cost data as part of their initial 

submission 

• A work-in-process, intended to improve and expand in scope over time as key 

stakeholders become more comfortable with the process, fairness and accuracy of 

outcomes 

Japan is testing the waters and developing the capabilities needed for a more extensive roll-

out. As the number of reviewers expands and confidence in the process increases, so will the 

pace and scope of assessments. 

In preparation, pharmaceutical and medical device companies should act now to: 

• Invest in domestic Japanese health economic outcomes capabilities 

• Include Japan-specific health economic evidence in the development of global 

value dossiers, including sub-population analyses 

• Better coordinate launch planning, market access, and pricing activities with their 

Japanese organizations 

• Incorporate health economics and outcomes research (HEOR) and market access 

considerations into establishing product development and launch priorities  

 

 

Introduction 

After an initial pilot program from 2016 to 2018, Japan’s Healthcare Technology Assessment 

(HTA) process was officially launched in April 2019. Results from the first round of cost-

effectiveness assessments were announced in April 2021 with initial price cuts of 4.3% for 

Novartis’s Kymriah and 0.5% for GSK’s Trelegy and its cohort of reference drugs. On the 

surface, these reductions would seem far less consequential than the double-digit cuts 

generated by the huge seller, indication change, market expansion, and dosage change 

repricing mechanisms (Exhibit 1). However, the long-term implication of the first successful 

CEA-based price adjustments is that Japan is serious about value-based pricing. Cost-

effectiveness assessments are here to stay, and industry needs to prepare. 
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Exhibit 1: Select examples of double-digit repricing adjustments 

 

Current pricing methodology 

In Japan, new pharmaceuticals and medical devices are priced based on either the 

comparative method or cost method (Exhibit 2) depending on the availability of similar 

therapies for comparison. 

Exhibit 2: Pricing methodology for new pharmaceuticals             

 

Note: the methodology for medical devices mimics the pharmaceutical model but 

uses a functional category-based pricing system.  

After a base price has been set, some therapies then qualify for additional premiums (Exhibit 

3) based on their “utility” or alignment with targeted policy initiatives (e.g., promotion of 

pediatric and rare disease indications, etc.) Innovative therapies that are first-to-market with 

a new mechanism of action and without true “comparables” are priced based on the cost-

method. Historically, companies have tended to withhold detailed cost data to protect 

confidential information and seek a pricing advantage. In partial response, the Ministry of 

Health, Labour and Welfare (MHLW) has used foreign reference price adjustments as a tool 

for reality checking reimbursement rates and establishing a price ceiling. 
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Exhibit 3: Reimbursement premiums for pharmaceuticals  

 

Over the last 12 years, Japan has raised user fees to fund significant investments in the 

Pharmaceutical and Medical Devices Agency (PMDA), the body responsible for regulatory 

approvals, to expand the number of reviewers and speed approval times. In addition, Japan 

has followed other markets in offering special incentives to encourage the development and 

commercialization of therapies targeting underserved populations, particularly those focused 

on pediatric and rare diseases. The result is that companies are increasingly able to enter 

Japan before foreign prices have been established in all of the reference markets, enabling 

them to obtain premium pricing based on partial cost disclosure and limited informal 

presentations of health economic outcomes data. 

Growing frustration with cost “transparency” 

Unlike medical devices, pharmaceuticals are rarely subjected to post-launch foreign price 

adjustments. Pharmaceutical companies that launch early in Japan and succeed in 

obtaining high pricing, can continue to benefit even if subsequent launches in the UK or 

France demonstrate that pricing in Japan is significantly higher than these markets.  

The accelerated launch of rare disease therapies in Japan has exacerbated concerns that 

Japan’s current pricing process can lead to overpayments for innovation. Unlike established 

therapies with known patient populations (e.g., diabetes, asthma, etc.), the actual size of 

rare disease patient populations is frequently unknown at the time of launch for the first 

treatment. The emergence of a new treatment typically drives increased diagnoses and 

prescribing. The consequence is that MHLW often finds itself in the position of having 1) set a 

price that is higher than in other developed markets and 2) underestimated the budgetary 

impact of the therapy by underestimating the patient population. 
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Enter Opdivo  

BMS / Ono’s Opdivo is the drug that broke the system, setting in place a series of major 

reimbursement price reforms. Initially priced at ¥150,200 per 20mg vial, not only did Opdivo 

find success in treating its initial indication, malignant melanoma, but Opdivo underwent 

multiple indication expansions (e.g., NSCLC, esophageal cancer, etc.) which grew the target 

patient pool from ~450 patients to more than 15,000 within 15 months. Fearing fiscal disaster 

and a budget overrun that could reach ¥1.75 trillion, Japan subjected Opdivo to an ad-hoc 

emergency “huge seller” repricing and then two rounds of dosage change repricing before 

then choosing the drug as a candidate for its first cost-effectiveness assessment pilot. As a 

result of these mechanisms, Opdivo and other drugs have experienced massive, often 

unpredictable, price cuts. 

Exhibit 4: Opdivo price evolution  

  

Unsustainable volatility  

The extreme measures taken to force price cuts for Opdivo are considered by many to 

represent a failure on the part of MHLW. As a result of the introduction of huge seller, market 

expansion, indication expansion, and dosage change repricing, manufacturers now face 

significant and, arguably, unfair pricing volatility. Demand for a methodical “fair” solution for 

price adjustments has mounted, raising government support for cost-effectiveness 

assessments.  

HTA à la Japonaise 

Like other HTA systems, Japan aims to reward value by linking reimbursement levels to health 

economic outcomes. However, in its current form, the Japanese system differs significantly 

from its European counterparts, such as the UK’s NICE in that it is: 

• Designed to adjust reimbursement, not set initial pricing or serve as a gatekeeper for 

access 

• Focused primarily on adjusting “utility” premiums 

• Particularly punitive to therapies that fail to disclose cost data as part of their initial 

submission 

• A work-in-process, intended to improve and expand in scope over time as key 

stakeholders become more comfortable with the process and the fairness and 

accuracy of outcomes 
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Due to the limited number of trained health economics professionals in Japan, the MHLW, 

C2H, and other organizations that participate in CEA reviews are currently resource 

constrained. The current capacity for HTA reviews is limited to 10 per year and, to-date, only 

22 therapies (including H5 assets and the initial pilot) have been subjected to a review (Exhibit 

5). 

Exhibit 5: Drugs selected for HTA review in Japan 2016 - present 

 

Initial results underplay the long-term value impact of the new HTA 

As highlighted above, to-date, only Kymriah and Trelegy have completed reviews under the 

current process and their adjustments were 4.3% and 0.5%, respectively. From an external 

perspective, these cuts appear to be minor relative to the large cuts applied under other 

mechanisms. However, it is important to realize that under its current scope, Japan’s HTA is 

designed primarily to modify awarded premiums and the maximum adjustment is capped at 

15%. Although the actual pricing changes are small vs. other repricing measures, they serve 

as a proof of concept for a more expansive system in the future. Effectively, Japan is testing 

the waters and developing the capabilities for a more extensive rollout that would likely 

include price setting instead of just making minor adjustments to premiums.   

Evolution toward a fully functioning CEA system 

Although the scope and capacity of Japan’s HTA system are currently limited, the MHLW is 

investing in programs to develop and train reviewers. A health economics training program 

has been launched at Keio University with the express purpose of grooming a pool of new 

reviewers. The first graduates of this program are expected in 2022. As capacity expands, 

experts agree that the scope and pace of reviews is likely to increase. Although Emerton 

believes that it is unlikely that the Japanese HTA will follow in the footsteps of NICE and 

become a gatekeeper for access, we do believe that the body will eventually shift away 

from premium adjustments to price setting (Exhibit 6). 
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Exhibit 6: Emerton’s view on the anticipated evolution of Japan’s HTA system  

 

Preparing for the future 

There are actions that pharmaceutical and medical device companies can take now to 

respond to the growing importance of cost-effectiveness in Japan. Based on Emerton’s 

experience helping clients navigate Japanese market access complexities, we recommend 

making early investments in healthcare economics capabilities, developing Japan-specific 

evidence to support each therapy’s value proposition even for key sub-populations, 

establishing better cross-functional coordination between Japan and the global 

organization, as well as facilitating a general shift toward the earlier adoption of healthcare 

economics consideration in the product development process (Exhibit 7).  

Exhibit 7: Recommended action steps  
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Select Japan team biographies 

Emerton’s team of Japan experts spans the globe, with Japanese speaking team members based in 

Tokyo, Paris, and New York. Our healthcare practice is led by Harold Smith-Franzen, who lived in 

Japan for more than 13 years. Harold has consulted pharmaceutical and medical device companies 

regarding their Japan strategies for more than 20 years. 

 

 

 

  


