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Basic Structures of Regulations on Transfer of
Value and Bribery to Healthcare Professionals

. 1 Regulations on Transfer of Value (ToV)
(1) Regulations by law

1) Premiums and Representations Act

Article 4 of the Act against Unjustifiable Premiums and Misleading Representations (“Premiums and Repre-
sentations Act”) states that “When the Prime Minister finds it necessary in order to prevent unjust induce-
ment of customers and secure general consumers’ voluntary and rational choice-making, the Prime Minister
may limit the maximum value of a Premium or the total amount of Premiums, the kind of Premiums or means
of offering of a Premium, or any other matter relating thereto, or may prohibit the offering of a Premium” .

Premiums and Representations Act was enacted in 1962 as a special act to the Act on Prohibition of Private
Monopolization and Maintenance of Fair Trade (“Antimonopoly Act”) and the Premiums and Representations
Act had been operated by the Fair Trade Commission (“FTC") until 2009, when the Consumer Affairs Agen-
cy ("“CAA") was established and thereby CAA assumed the operation of the Act.

After CAA has assumed the operation of the Act, the words that “ensuring fair competition” have been de-
leted from the objective of the Act and the authorization of the Fair Competition Code in Ethical Pharmaceuti-
cal Drugs Marketing Industry (“FCC") has been switched from the FTC’s unilateral authorization to the joint
authorization by CAA and FTC. However, conducts made in accordance with the FCC remains exempted
from the application of the Antimonopoly Act (see below) .

2) Administrative Notice

In accordance with the said Article 4, the administrative notice of the Restrictions on Premium Offers in the
Ethical Pharmaceutical Drugs Industry, the Medical Devices Industry and the hygienic Inspection Laboratory
Industry (the “Notice”) prohibits pharmaceutical companies from providing premiums to healthcare profes-
sionals /organizations (“HCPs") beyond the scope deemed appropriate in light of normal business practices as
means of unjustly inducing transactions on prescription drugs.

Although non-member companies of the Japan Fair Trade Council of the Ethical Pharmaceutical Drugs
Marketing Industry (“JFTC") are not subject to the FCC and thereby directly subject to the Notice, the regu-
lations under the FCC are still regarded as normal business practices in the pharmaceutical industry and
serve as standards by CAA for interpretation of the Notice.

In practice, the membership of JF'TC is required for the certification of MRs at the MR Education & Ac-
creditation Center of Japan, and since almost all pharmaceutical companies are members of JETC, there are

virtually no cases where the Notice is directly applied to the pharmaceutical companies.

(2) Self-regulations

1) About the FCC

Article 3 of the FCC prohibits pharmaceutical companies from providing premiums to HCPs as means of un-
justly inducing transactions on prescription drugs. While the FCC is a self-regulation in the pharmaceutical in-
dustry, it is also legally supported by Article 31 of the Premiums and Representations Act and has the legal
effect that the acts made in accordance with the FCC are exempted from the application of the Antimonopoly
Act. The FCC was originally issued in 1983 and the lastly revised in 2016.

The rationales of the FCC are explained as follows.



10

F1E EEEFRESF ONRHS - BIBRAOERNBEE

@31 RERPRMOBSESR
( Y )

Bl &

SEFAOHRROZELE BARE SIS ARHY

ERERERRERIGIRTTE

EERERERR. BE
ISR U BEIRE T
([CHITDREFADIRM(IC

B9 2BIEDHR

(PR OFETHES545)

HEFIERIHIRS T

UNIR =55

gl

EETELTESE

IEMG 1R B R ORRE 2 2 72 RIEBEF BRI EED AT R G S5 1L B 0 B BRI O B R AT

bNb7zd, BEERELIIVWZ, ENLRERTER 720D TH S RIEFHSHHK L1983 (HEAH

58) MO THIE S, AT OUIEIL 2016 CFRL28) FF£IATh LTV %,
NIEFHSFHAOBRIL, KOLB) TH 5,

O YL mBEORMIE, REMEEICBIT A EEDOBIEZEEAERETED, ZoOfk
R, ERGBOBFE, NEEFRAZRBENDED 5,

O [FmiRMasIE, EMEEREOT C, HEE (BE, REE) oBET 2 E7B R %
T2 —EZONFIIED SN TWLDOT, BHFEBREFIIHT 244 4 5ot
1, RSN bR, BRYP-ERLELTETLIND I LR, &1
BRI A MIR D727 TH D,

O FHBMRESII T2 RMMEE L Coamitdid, MAMGICRKBENE Z &1d% <,
FAMEE MG OBIE 2 REZHET 5 BENDDH 5,

O RULEREORMIFHRIND Z L1, #F L, HEEED L VIZHFHS ANEIC
AN, F72, RFPEEISHEAM, F/MESEICARICR %,

O EFEHAHBAOFTIFEL L CEMEICEMTRMT 2ITHI0 LT, &Ikl
VY,

O WekFEETYH, BEROMEEMH, EMICL2EELRLF4EDLILEDIETS
72, F72, BEIAMERE LT 2880, BEREOERMMARESFIINT L8
fn, = EAORMOHGNLRILS A EANICH S,

0 4t BEHEEBRHIEOWEPFEmSIN L LT, RAHORMITAOEX, K
THZLEHoTHWATH I LidAR,

RIEFRFRIDRITERE
HADBRBIA T, BAAERD S S0ERPLET, o VIR ER RIS 72 &% A

chapter 1

Chart 1 Basic Framework of the FCC

[ Premiums and Representations Act ]

Limitation/Prohibition of Premiums Agreements or Covenants

Restrictions on Premium Offers in
the Ethical Pharmaceutical Drugs

Industry, the Medical Devices
Industry and the Hygienic
Inspection Laboratory Industry

(Public Notice No. 54 of 1997) Refer to as a business custom

(i) Unfair premiums may distort HCPs appropriate selection of prescription drugs and thereby may lead
to excessive or inappropriate use of the drugs.

(i ) The premiums will ultimately be the improper distribution costs under the unilateral health insur-
ance and public drug price systems in Japan. While the cost of medicines borne by consumers (pa-
tients and insurers) and the medical services they receive are predetermined, unfair premiums to
HCPs are not reflected in the cost of medicines/services.

(iii ) Provision of money and goods as premiums to HCPs may impede the fair determination of the na-
tional drug prices since the premiums are not reflected in the end price;

(iv) Allowing unfair premiums will be advantageous to major companies and be disadvantageous to for-
eign companies, new companies, or small companies;

(v ) Social criticisms are strong against providing money and goods to HCPs as means of inducing the
transaction of the prescription drugs.

(vi) In major countries in Europe and the United States, regulations on provision of money, goods, or ser-
vices from pharmaceutical companies to HCPs have been strengthened to prevent the increase of
healthcare costs, inappropriate use or distorted prescription by physicians.

(vii) Even if the healthcare systems in Japan will be reformed in the future, the harmful effects of provid-

ing premiums will not decrease.

Historical Background of the FCC

From the mid-1960s to 1980s, fierce competition such as giving cashbacks in the form of samples or re-
numeration for clinical reports were conducted in the Japanese pharmaceutical industry. In October 1982,
the Ministry of Health and Welfare ("MHLW") issued a request the Japan Pharmaceutical Manufactur-
ers Association (“JPMA") for the improvement of the distribution practices, in particular for the creation
of the FCC and the improvement of transactional terms. In response, in November 1982, JPMA an-
nounced the creation of the FCC but June 1983, FTC rendered a decision against JPMA on cartel case in-
volving pharmaceutical companies and wholesalers to eliminate the violation and gave a warning to the
Federation of Japan Pharmaceutical Wholesalers Association (“JPWA”") .

Furthermore, in June 1983, MHLW and FTC jointly issued a notice named “For Improving Distribution
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