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Explanation of New Proposal of
the Council for the Improvement of Commercial Transaction Practices
of Ethical Drugs (Ryukaikon)

September 7, 2016

I. Backgrounds

The Council for the Modernization of the Commercial Transaction Practices of Ethical Drugs (Ryukinkyo)
was established in March 1983 by the Ministry of Health and Welfare and was asked to formulate a model
contract for promoting written contracts between transacting parties, to compile a report on “The
Modernization of the Commercial Transaction Practices of Ethical Drugs and Yakka (NHI Drug Prices),” and to
request that efforts be made by the government and transacting parties. Later, the Japan Fair Trade
Commission published the Guidelines concerning Distribution Systems and Business Practices under the
Antimonopoly Act, and promoted efforts by the transacting parties to improve commercial transaction
practices. These efforts achieved certain results, such as the abolition of price reduction guarantees,
reductions in yakka variances, and the promotion of model contracts, but several unsolved problems
remained, including deliveries without price agreements, bundled purchases, and excessive rebates.

In June 2004, the Council for the Improvement of Commercial Transaction Practices of Ethical Drugs
(Ryukaikon) was established as a private council by the head of the Ministry of Health, Labour and Welfare’s
Health Policy Bureau as a continuation of efforts made by the Ryukinkyo. The council analyzed the present
state of commercial transaction practices and examined policies to improve such, given the progress of the
separation of dispensing and prescribing functions, the restructuring and consolidation of wholesalers, and
developments in IT.

In September 2007, an Urgent Proposal regarding the Improvement of Commercial Transaction Practices
of Ethical Drugs (hereafter, the “Urgent Proposal”) was issued by the Ryukaikon. It compiled three issues
that transacting parties needed to be aware of and asked that efforts be made to achieve improvements in

those areas, specifically of the expansionary trend in negative margins between the customer purchase price
(CPP) and the wholesaler purchase price (WPP), rebates, and allowances; continual delivery without price
agreements; and bundled transactions.

In 2012, the Ryukaikon established the working group to work on further efforts aimed at solving the
problems. The group members engaged in detailed deliberations, made adjustments, and worked toward
improvements in the current status and problems involving transactions between transacting parties.




In September 2015, the environment surrounding the commercial transaction practices of ethical drugs
was about to enter a major transition period with the promotion of innovations related to drug creation that
contributes to growth strategies, the rapid growth of generic drugs, and the scheme of medical
reimbursement fee cuts for low rates on price agreements. Given this, in addition to its Urgent Proposal, the
Ryukaikon issued a Proposal regarding the Improvement of Commercial Transaction Practices of Ethical
Drugs (hereafter, the “New Proposal”) to promote improvements in the commercial transaction practices of
ethical drugs over the next 10 years, in which it asked transacting parties to make efforts aimed at improving

commercial practices.

Il. Content of the Urgent Proposal and New Proposal and the Relevant Parties

This section presents content from the Urgent Proposal issued in 2007 and the New Proposal issued in
2012, and identifies the parties that have a relevant role in each. Items from the Urgent Proposal are marked
“U” while those from the New Proposal are marked “N.”

1. Examination of the Concept of Commercial Transaction Practices That Meet Market
Changes and Social Needs

Description Relevant Parties Note
a | Create commercial practices in which the transaction Drug manufacturers, Oroshi N
practice costs of each individual drug" are covered (pharmaceutical wholesalers)
b | Engage in appropriate inventory management to reduce | Medical institutions, N

emergency delivery services that exceed the number of | Pharmacies, Oroshi
ordinary deliveries

¢ | Voluntarily regulate behavior that might lead to Medical institutions, N
continual delivery without price agreements, such as Pharmacies
outsourcing price negotiations in pursuit of profits while
ignoring the value of individual drugs and the fairness of
cost burden

d | Discuss basic drug handling2 Government, Drug N

manufacturers

1: Those drug manufacturers that do not pay distribution costs related to individual drugs shall take
response measures in cases in which it is deemed that the limit has been exceeded.

2: Implementation was achieved by introducing yakka (NHI price) maintenance rules for basic drugs in
the NHI price revisions in April 2016.



2. Improvement of the Expansionary Trends in Negative Margins Between CPP and WPP,
Rebates, and Allowances

Description Relevant Parties Note
a | Ensure further transparency in upstream transactions to | Drug manufacturers, Oroshi u
earn the trust of medical institutions and health
insurance pharmacies3
b | Reflect rebates and allowances in the wholesaler | Drug manufacturers, Oroshi U
purchase price (WPP)* to offset the normalization of
negative margins between CPP minus WPP

3: To ascertain the net WPP early, engage in the early disclosure of rebate and allowance standards
after yakka (NHI price) is disclosed internally and engage in the early disclosure of the WPP after
yakka is disclosed publicly (drug manufacturers, oroshi).

4: The transacting parties set the WPP based on the mutual agreement of both parties given changes
in the market environment, and end-of-term revisions to allowances and WPP corrective allowances
are first reflected in the WPP and rebates (drug manufacturers, oroshi).

3. Examination of the Concept of Commercial Transaction Practices to Promote the Use of
Generic Drugs

Description Relevant Parties Note
a | Formulate measures to avoid confusion in commercial | Government N
distribution practices by the middle of FY2017°
b | Consider revising current formulation rules (e.g., Government N

recognize formulation settings that can supplement

with other makers on non-general purpose

formulations that are only infrequently used in medical

settings)

Further promote generic name prescriptions Government, Medical N
institutions

Create and share lists of general purpose drugs Medical institutions, N
Pharmacies

Create supply systems for achieving efficient inventory | Oroshi, Drug manufacturers N

management and delivery

Create procedure tables aimed at new barcode labeling | Government, N

requirements that include information on changes by Drug manufacturers, Oroshi,

pharmaceutical unit/package Medical institutions,
Pharmacies

Investigate the system of monetary-based rebates and | Drug manufacturers, Oroshi N

allowances

Clarify the effects of healthcare cost cuts Government, N
Medical institutions,
Pharmacies

5. The target share of generic drugs by the middle of 2017 is set at 70% (the target is now higher, at
80% by FY 2020), and due to the presence of multiple brands with the same ingredients, there is
expected to be an increase in the distribution volumes of generic drugs and a dramatic increase in
inventory management costs.



4. Further Promote Unit Price-based Negotiations Based on Drug Values

Description Relevant Parties Note
a | Examine the concept to evaluate the efforts of Oroshi, Drug manufacturers, N
transaction parties with regard to appropriate price Medical institutions,
setting, such as unit price-based transactions, and cost | pharmacies
burdens
b | Understand the importance and overview of unit price- | Oroshi, Medical institutions, U/N
based transactions in a sustainable public health Pharmacies

insurance system and promote price negotiations
based on that common understanding

¢ | Further promote the conclusion of basic trade Oroshi, Medical institutions, U/N
agreements and memorandum of agreement with Pharmacies
details about unit prices

d | Promote understanding that there must not be Government N
changes in the frequency of yakka surveys and
revisions®

6: Since there must be adequate time for negotiating the establishment of appropriate CPP that will
satisfy all transaction parties Ryukaikon does not feel that changes in the frequency of yakka surveys

and revisions must be made.

5. Resolution of Continual Delivery without Price Agreements

Description Relevant Parties Note
a | Examine the concept of the scheme of medical Government, N
reimbursement fee cuts for low rates on price Medical institutions,
agreements based on price agreement rates and the Pharmacies, Oroshi

status of unit price-based transactions’

e Evaluate the impacts of the government’s
introduction of the scheme of medical
reimbursement fee cuts for low rates on price
agreements on market transactions and price
setting

b | Conduct price negotiations that are economically Oroshi, Medical institutions, U/N
rational, based on conditions such as purchase volume, | Pharmacies,

delivery cost, payment terms, package unit size, and Drug manufacturers
creditworthiness

¢ | Present prices earlier to medical institutions and health | Oroshi U

insurance pharmacies

d | Eliminate retroactive discounts Oroshi, Medical institutions, U
Pharmacies

e. | Promote settlements at times that align with Oroshi, Medical institutions, U
accounting periods Pharmacies

7:  Price agreement rates have been vastly improved with the introduction of the scheme of medical
reimbursement fee cuts for low rates on price agreements, but if the importance is placed only on
the conclusion of agreements at an early stage, it may become impossible to appropriately ascertain

4 B



the customer purchase price, could extend partial price agreements or bundled transactions, or
result in backsliding on improvements in the commercial transaction practices of ethical drugs. Thus,
price agreement rates and unit price-based transactions must be carefully examined as a set. Also,
the Ryukaikon expects that the scheme of medical reimbursement fee cuts for low rates on price
agreements is provisional and it will have to be abolished in the future.

lll. Next Steps

To make Japan’s strong distribution system sustainable and capable of ensuring a stable drug supply into
the future, it is important that partnerships be developed between the relevant parties responsible for
delivering the services of the public health insurance system. Deliberate efforts to address issues on the
topics outlined above must be made through Ryukaikon and its working group, and these issues must be
deliberated by the Central Social Insurance Medical Council (Chuikyo).
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English Descriptions about Commercial Transaction of Ethical Drugs in Japan
- Reference English Translation Sheet -

# BARE English Remarks
1 EEAEFERS ethical drug Medicine/medical drug that must be prescribed or whose use can only be permitted by a medical doctor
2 R (RARwY) specification Specifications as defined by various authorities, vary by country; e.g. JP, USP, EP
3 R (Ff2) formulation Formulations as designed by a pharmaceutical company; e.g. 2mg/I I.V.
4 YEF patented drug Medicine/medical drug which is discovered, developed, and marketed by a pharmaceutical company
, generic drug Medicine/medical drug intended to be interchangeable with an innovator product. In Japan, each generic drug has its own brand name assigned to it by
5 |[&FEM : ) . . . - .
the pharmaceutical company that has received marketing approval (MA) regardless of the generic name/active pharmaceutical ingredient (API)
6 FEUNE & long-listed drug Medicine/medical drug that goes off-patent and for which there exists a generic drug
YR Ministry of Health, Labour and Welfare (MHLW) Government agency which establishes, implements, and revises medical/nursing-care reimbursement fee allocation policies, including the
7 |BEFHEE . - . . . .
reimbursement of medicines through the Central Social Insurance Medical Council (Chuikyo)
An advisory panel to the minister of Health, Labour and Welfare (MHLW), consisting of representatives from the MHLW, the pharmaceutical industry,
8 FRUSRREERES (FER) Central Social Insurance Medical Council (Chuikyo) associations of medical institutions and health insurance pharmacies, and the Oroshi association (JPWA). One of Chuikyo's role is to discuss and
determine a medical fee division
9 R E R health insurance medical institution Hospital or clinic that can prescribe or dispense medicines
10 [RIEER health insurance pharmacy Pharmacy where a pharmacist receives prescriptions and dispenses medicines
Oroshi Pharmaceutical wholesalers. They play a role in supporting revisions to the reimbursement price of ethical drugs (Yakka) and handle deliveries of
11 EZ i medicines to and returns from medical institutions and health insurance pharmacies, as well as inventory/credit management, price negotiations, and
demand-information gathering with these institutions.
12 |ERBEREHIE National Health Insurance System Public health insurance system that covers all Japanese citizens
13 i Yakka / NHI Price Reimbursement price for ethical drugs / National Health Insurance Price
14 | RMEEHE Yakka Scheme / NHI Price Scheme Scheme for listing ethical drugs on the NHI drug price list and revising NHI prices on the basis of the Yakka Survey
15 FifkE Yakka Revision / NHI Price Revision Revision of NHI prices, implemented every two years
16 A Yakka Survey / NHI Price Survey Only method for revision of each NHI drug price on the basis of reports from Oroshi, medical institutions and health insurance pharmacies about actual
ex-wholesaler prices of each ethical drug
17 448 I s & listing by brand Approach for listing ethical drugs on the NHI drug price list, introduced in 1978
18 F24A A 224 drug pricing by brand name Pricing system of the NHI price scheme, introduced in 1978
19 SRR EREN medical fee Remuneration for medical treatment in terms of drug prices and dispensing, revised every two years
A set of policy guidelines used by the Liberal Democratic Party, starting in 2001 and was not used to describe the policies of the Democratic Party of
20 [BEUBUEELHNEDEKXRAH(BARDAED Basic Policy on Economic and Fiscal Management and Reform (Honebuto Policy) Japan, which was in power from 2010 to 2012. The Honebuto Policy 2015 approved by the Cabinet of Japan on June 30, 2015, aims to increase generic
drugs' quantitative share of off-patent prescription drugs to greater than 70% by mid-2017 and to greater than 80% as soon as possible between FY2018
21 |REE Improvement of Commercial Transaction Practice of Ethical Drugs
2 ERAEEROAERECET LIRS Counci! for the Improvement of Commercial Transaction Practice of Ethical Drugs Founcil under the C.huikyo, consisting'of rep.resfentatives from the MHLW, pharmaceutical industry, associations of medical institutions and health
(Ryukaikon) insurance pharmacies, and the Oroshi association (JPWA)
23 R2RRE Urgent Proposal Proposal issued by Ryukaikon in September 2007
24 iR E New Proposal Proposal issued by Ryukaikon in September 2015
25 L wholesaler purchase price (WPP) The price at which Oroshi purchase medicines from pharmaceutical companies, excluding any rebates or allowances paid by the pharmaceutical
company. Ex-manufacturer drug price, not deducting any rebates or allowances paid by the pharmaceutical company. Similar to the average wholesale
26 EIRL/)AR—b rebate An amount paid by pharmaceutical companies to Oroshi for their distribution activities and credit management.
27 FTA—72 R allowance An amount paid by pharmaceutical companies to Oroshi for information delivery to and gathering from medical institutions and health insurance
28 1E BRAE P04 - s A& R (i net wholesaler purchase price (net WPP) The price at which Oroshi purchase medicines from pharmaceutical companies, including any rebates or allowances paid by the pharmaceutical
29 5 RS customer purchase price (CPP) Actual ex-wholesaler drug price
30 B B flERS| unit price-based transaction Actual ex-wholesaler drug price for each medicine
31 M ER S| bundled transaction Transactions without unit pricing; interferes with the Yakka Survey and accurate Yakka Revisions
32 |ﬁ’=f“.§‘[ﬂiiﬂ¥§|®ﬂ&% resolution of bundled transactions Promotion of single-product, single-price transactions to improve the accuracy of the Yakka Survey
33 REF-RAA delivery without price agreement Delivery of medicines without price agreement between Oroshi and medical institutions / insurance pharmacies
34 REIRZ#E - R A D [resolution of continual delivery without price agreements Promotion of the delivery of medicines after a price agreement has been reached between the Oroshi and the medical institution / health insurance
= pharmacy
35 —RFEEIATR negative margin between CPP and WPP It is basically covered by rebates and allowances
improvement of the expansionary trend in negative margins between CPP and WPP
36 —RFEEIATADHE
e . e e 1« NHI price maintenance scheme for the acceleration of innovative new drug development Special pricing scheme introduced on a trial basis, based on the variation rate between the NHI price and the CPP
37 HERH - BN R HFREMEHE and the elimination of drug lag
s The scheme of medical reimbursement fee cuts for low rate on price agreement Scheme, in which if the rate is below 50% of all transactions between a wholesaler and a medical institution/insurance pharmacy during April-
38 REAGAH B September in the year of NHI Price Revision, medical institution / insurance pharmacy has to pay penalty to the government
39 F/A\—a—F R New barcode labelling on pharmaceutical products Barcode labeling on original package units and sales package units denoting information on changes, such as the serial number or code and shelf life
40 |§§JJ'|’§$& information on changes by pharmaceutical unit / package Information on original package units and sales package units denoting information on changes such as serial number or code and shelf life
41 HYH concept Not "format"
42 IRE | EA L= basic trade agreement A docume.nt outl.ining basic ir?formation about e>.<c.hanges between an Oroshi and a medical institution / insurance pharmacy. In most cases, these do
not contain detailed transaction terms and conditions.
43 = memorandum of agreement A d.o.cument .containi.ng detaile.d transaction terms governing an exchange between an Oroshi and a medical institution / insurance pharmacy to
facilitate their entry into a basic trade agreement
44 TEHEE obsolete inventory Excess inventory that does not turn over for a long period
45 FAEELE - A/ AERER/ RAfRE frequent delivery / emergency delivery Delivery that occurs outside of a regular delivery, generally at no charge
46 TUAR B B AL original package unit Original package unit of drugs (e.g., a box holding several cartons, each containing individually packaged products)
47 BRSEad BAfsT sales package unit Minimum sales package unit of drugs
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