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This is an unofficial translation. Only the original Japanese texts of competition code,
etc. are authentic, and the translations are to be used solely as reference material to aid in
the understanding of regulations in this area.

The Fair Trade Council of the Ethical Pharmaceutical Drugs Marketing Industry shall
not be responsible for the accuracy, reliability or currency of the legislative material
provided in this English text, or for any consequence resulting from use of the information
in this English text. For all purposes of interpreting and applying regulations to any legal

issue or dispute, users should consult the original Japanese texts.
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Restriction on Premium Offers in the Ethical Pharmaceutical Drugs
Industry, the Medical Devices Industry and the Hygienic Inspection
Laboratory Industry

(The Fair Trade Commission Public Notice No.54 of August 11, 1997)

The Fair Trade Commission Public Notice No.31 of 1991 shall be totally revised as follows
under the provision of Art.3 of the Act against Unjustifiable Premiums and Misleading
Representations (Act No.134 of 1962).

A person who engages in manufacturing or selling ethical pharmaceutical drugs or medical
devices, or in conducting hygienic inspections shall not offer premiums of which goods or
services are exceeding the extent necessary for using ethical pharmaceutical drugs, medical
devices or hygienic inspection, or others exceeding the extent reasonable in light of normal
business practices, to medical institutions, etc. as a means of unjustifiably inducing

transactions on ethical pharmaceutical drugs, medical devices or hygienic inspection.

Notes:

1 The term “ethical pharmaceutical drugs” as used in this notification shall mean
pharmaceutical drugs defined in Art.2, para.l of the Act on Securing Quality, Efficacy and
Safety of Products Including Pharmaceuticals and Medical Devices (Law No.l45 of 1960)
and used by medical institutions, etc. for medical services.

2 The term “medical devices” as used in this public notice shall mean medical devices
defined in Art.2, para.4 of the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices, and used in medical institutions, etc. for
medical services.

3 The term “hygienic inspection” as used in this public notice shall mean inspection defined
in Art.2 of the Act on Clinical Laboratory Technicians (Act No.76 of 1958), who examine
specimens excreted or gathered from human bodies.

4  The term “medical institutions, etc.” as used in this public notice shall mean hospitals and
clinics defined in Art.1-5 of the Medical Care Act (Law No. 205 0f1948), health care facilities
for the elderly defined in Art.8, para.27 of the Long-Term Care Insurance Act (Act No.123
of 1997), pharmacies defined in Art. 2, para.12 of the Act on Securing Quality, Efficacy and
Safety of Products Including Pharmaceuticals and Medical Devices, and others engaging in
medical services and those who entrust hygienic inspection (including board members,

healthcare professionals and other employees of such institutions, etc.).



(ol
1 ZOERIE, ERIFI0H 1 H LI T 5,
2 ZOEROATANCE T LI2EGNIHEE L TIT 5 st OB DWW T, e BIERTD
Bz X 5,

(%)

BRI CER28FENEI SR 12475)

ZOERIZ, P28 4 A 1 BB HifTT 5,






EERAERGEERTRICEITOIRAEORYD
HIRRIZE T A EHRFHRM

(FEFN594E 3 H10H  ANERSIEESEE
(HEFN594F 3 H14H BE#. AIERGIEBRS
(H %)
BASUOE (CFRk28F-4 A 1 H AERGIERS - WEEITEERTE)
CERk28%-4 H 1 B E#H, AERGIZES - HEETETRE 1 5)

)
R 8 7)

(HHY)

CERES :@&Eﬁ%ﬁ%(%?fﬁﬁj&wﬁo)ﬁ\ﬁé%%*&UTéﬁvﬁmﬁ(
F3TARYEAESE134%5) HE31585H 1 HOMEIC KD & | ER A EE M EERTEHICE
AU ORMZHIIRT 2 Z L2k, RURBEOFHE I 2Pk L, **ﬂﬁ?%%%i%
(2 &% HERMD OB RER K CHEER ORNERBFZMERT O L ZARNE T
Do

(E+%)

H2k ZORKT NERMERS &3, E3da, ERERSOME, AR DR 2Nt
DR D15 (MM3sAEH 1455, LT TR EREGHE] L o.)
B2 1 HICBUE T D EHM TH - T, ERSUTERHE R DT A SUTFERIZ &
> THEM S 5 ERGL T ORIV TER OO S5 EEKSD 5
b, ZORKORATEA] (LT THATHAL Lvo, ) TEDLLDZEW I,

2 ZOMKMT IERAERLRGERGEES ] ik, ERAERLORLERTEEZE LT
HEThHo T, ZOHMICEINT HEEEZ W),

3 ZOHKT TEERER%) LiX. ERE (BM23EEfE205%5) 8 150 5 ICHE
T 2B ORI, IR IRlE (PR O FRIETREER 12375) 26 8 REF2THICHUET 247
R N, IR R AR VE R 2 B 12 HE T D R OMER AT
HDEW, ITNHDORE, EREYNEZOMIEEER Z T T,



Fair Competition Code concerning Restriction
on Premium Offers in Ethical Pharmaceutical
Drugs Marketing Industry

Issued: March 10, 1984
Totally Revised: August 11, 1997
Finally Revised: April 1, 2016

Article 1 (Purpose)

This Fair Competition Code (hereafter referred to as “the Code”), based on provisions of Art.
31, para.1 of the Act against Unjustifiable Premiums and Misleading Representations (Act No.
134 of 1962), aims to prevent unfair inducement of customers by restricting offers of
unjustifiable premiums in the ethical pharmaceutical drugs marketing industry and thereby to
ensure general consumers' voluntary and rational choice-making and fair competition among

businesses.

Article 2 (Definitions)

Article 2 The term “ethical pharmaceutical drugs” as used in the Code shall mean
pharmaceutical drugs defined in Art. 2, para.l of the Act on Securing Quality, Efficacy and
Safety of Products Including Pharmaceuticals and Medical Devices (Act No. 145 of 1960;
hereafter referred to as the “Pharmaceuticals and Medical Devices Act”) that are used under a
prescription or instructions of a medical doctor or dentist for medical services in medical
institutions, etc., and which are stipulated as such by the Enforcement Rules of the Code

(hereafter referred to as “the Enforcement Rules”).

2 The term “ethical pharmaceutical drugs marketers” as used in the Code shall mean
entrepreneurs engaged in marketing ethical pharmaceutical drugs and who participate in the
Code.

3 The term “medical institutions, etc.,” as used in the Code shall mean hospitals and clinics
as defined in Art.1 - 5 of the Medical Care Act (Law No. 205 of 1948), health care facilities
for the elderly as defined in Art.8, para.27 of the Long-Term Care Insurance Act (Act No.
123 of 1997), pharmacies as defined in Art.2, para.12 of the Pharmaceuticals and Medical
Devices Act, others engaged in medical services, and these board members, healthcare

professionals, and other employees.
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4 The term “ethical pharmaceutical drugs wholesalers” as used in the Code shall mean
entrepreneurs engaged in general wholesale trade of ethical pharmaceutical drugs as defined
in Art.25, Act No.3 of the Pharmaceuticals and Medical Devices Act.

5 The term “premium” as used in the Code shall mean any goods, money or other kinds of
economic benefits which ethical pharmaceutical drugs marketers may offer, irrespective of
methods employed, to the other parties in connection with transactions of their ethical
pharmaceutical drugs as means of inducing customers and which are listed below: provided,
however, that premiums shall not include any economic benefits which are deemed to be
discounts or after sales services in light of the normal business practices, nor any economic
benefits which are deemed to be characteristic of ethical pharmaceutical drugs in light of the
normal business practices:

(1) goods, land, buildings and other constructed structures;

(2) money, money certificates, bank deposit certificates, lottery certificates, bond or share
certificates, exchange coupons and other securities;

(3) entertainment (including but not limited to invitation free of charge or with favorable
fees to movies, shows, sports, tours and other events); and

(4) Dbenefits, labor or other services.

Article 3 (Principle of Restriction on Premium Offers)

Ethical pharmaceutical drugs marketers shall not offer premiums to medical institutions, etc.
as means of unjustifiably inducing transactions of ethical pharmaceutical drugs; provided,
however, that the foregoing shall not apply to the economic benefits prescribed in the proviso

of para.5 of the preceding article.

Article 4 (Examples of Restricted Premium Offers)
Examples of premium offers violating the provision of the preceding article are as follows:
(1) Money, goods, invitation to tours, lavish entertainment and the like offered as a means
of inducing choice or purchase of ethical pharmaceutical drugs to physicians, dentists or
other healthcare professionals belonging to medical institutions, etc.;
(2) Ethical pharmaceutical drugs offered free of charge to medical institutions, etc. as a

means of inducing choice or purchase of ethical pharmaceutical drugs.

Article 5 (Examples of Non-Restricted Premium Offers)
Examples of premiums or economic benefit offers not violating the Code are as follows:
(1) Offers of goods or services necessary to use offerer's ethical pharmaceutical drugs in

medical institutions, etc. or such as to enhance their efficacy or convenience;

7107



EAXIIZ DM, HiREmo D &0 eWina L <3 — B 204k

(2) BERRTEIRKSICBET 5 B F2RINE e Ofth B Lo R E S B 2 Bk
AL G 55 O FEE

(3) MEATHLRNTHE & 2 HHEIZ L 2 R =5 5 D Fik

(4) EHERERI S (A U 7o s T R i D BGE IR TE% DI AL - BUBRSE, TRBRZ OfhE
L FERFA - AR O HI M OV F 0 SHL

(5) BEPREEBIE 2B & LT O A AR ORISR U TR 2336, ik
[Zhlz B2 L < i3 — e 2o U s E A o AR

(= 35 i B 58 5638 L2 6 2 s R R HE OO il FR)

6% FERMERLRGERTEES T, ERAERLETEER TN L, RARYI S O IE KT
NIERG I ORERRIZBE T 25 (BM22FEAH5475) 1925k (RAIERIRGI HIEDEE
k) OREITER L TRmEZ R L TR by,

(AERG|Hhi#ER)
BTSR ZORKOBNEZERT D20, ERTEREGEBCEREAERG s (BT T4
EERGI#EE &), ) ARET D,

2 AERSIHEST. o8NS EESE CIF [FHEE L), ) 2Ho
THERLT D

3 AERSIH#ESE. WOFEEEZITI,
(1) ZOHKDEABIEIZEET 2 Z &,
(2) ZDOBIKNZOWTOFRE, FRE ML OEFLIZET 5 Z &,
(3) ZOBIOBREILEN T D5V 55 FEOREICET L L,
(4) ZOHMOBUEICERX T 2 FEF T 2HEEICETL Z &
(5) A B SN OVR 2 3R Bh IR 1 R OVAIE BS W2 BE 3 2 145 % R 3 QNS I D Bh
1EICEH9 2 2 &,
(6) BIREATE OEREICETHZ L,
(1) 2D Z ORI ORATIZET 5 Z &,

7117



(2) Offers of medical or pharmaceutical information, or other documents or explanatory
materials on offerer's ethical pharmaceutical drugs;

(3) Offers of drug samples in accordance with the standards stipulated in the Enforcement
Rules;

(4) Payment of remuneration for and costs of post-marketing surveillance, clinical trial or
other medical or pharmaceutical research and study that ethical pharmaceutical drugs
marketers request to medical institutions, etc.;

(5) Offers of goods or services not lavish nor excessive in connection with a lecture
meeting and the like on the subject of offerer's pharmaceutical drugs, organized for

medical institutions, etc., or the assumption of related attendance costs.

Article 6 (Restriction on Premium Offers to Ethical Pharmaceutical Drugs Wholesalers)

Ethical pharmaceutical drugs marketers shall not offer premiums to ethical pharmaceutical
drugs wholesalers in violation of the provision of Art.19 (prohibition of unfair trade practices)
of the Act on Prohibition of Private Monopolization and Maintenance of Fair Trade (Act No.54
of 1947).

Article 7 (Fair Trade Council)
To achieve the objects of the Code, the Fair Trade Council of the Ethical Pharmaceutical

Drugs Marketing Industry (hereafter referred to as the “Fair Trade Council”) shall be
established.

2 The Fair Trade Council shall be composed of entrepreneurs participating in the Code

(hereafter referred to as “the entrepreneurs”).

3 The Fair Trade Council performs the following functions:

(1) Matters pertaining to promotion of better knowledge and understanding of the Code;

(2) Matters pertaining to counseling, guidance and disposition of complaints with regard
to the Code;

(3) Matters pertaining to investigations of suspected violations of the Code;

(4) Matters pertaining to action against the entrepreneurs who violated the Code;

(5) Matters pertaining to the spread of information concerning the Act against Unjustifiable
Premiums and Misleading Representations and laws and regulations on fair trade, and to
prevention of violations thereof.

(6) Matters pertaining to liaison and coordination with the government agencies concerned;

(7) Other matters pertaining to the enforcement of the Code.
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Article 8 (Entrepreneurs’ Obligation to Cooperate)
The entrepreneurs shall cooperate with the Fair Trade Council in order to ensure smooth

enforcement of the Code.

Article 9 (Investigation of Suspected Violations)
When the Fair Trade Council considers that there exists a violation of a provision of Art.3
of the Code, it may convene parties concerned to hold hearings, refer necessary matters to

parties concerned, seek opinions from witnesses and conduct other necessary investigations.

2 The entrepreneurs shall cooperate with investigations the Fair Trade Council conducts

pursuant to the preceding provision.

3 Ifthe entrepreneurs refuse to cooperate with the investigation under the provision of para.l,
the Fair Trade Council may warn the entrepreneurs involved in writing that they shall
cooperate with the investigation. If the entrepreneurs do not comply with the warning, the
Fair Trade Council may impose them a penalty of up to ¥100,000 or delist them from the

enrollment in the Code.

Article 10 (Penalties for Violations)

If a violation of the provision of Art.3 is found, the Fair Trade Council may warn the violator
in writing that necessary actions shall be taken to eliminate the violation, that the same or the
similar type of violation shall not be repeated, and that other related remedial actions shall be

taken.

2 If it is found that the entrepreneur warned under the provision of the preceding paragraph
has not complied with the warning, the Fair Trade Council may impose it a penalty of up to
¥1,000,000 or delist it from the enrollment in the Code, or request the commissioner,

Consumer Affairs Agency to take appropriate regulatory action.

3 When the Fair Trade Council issues a warning to or imposes a penalty on a violator or
delists it from the enrollment in the Code in accordance with the provisions of para.3 of the
preceding article or para.l or 2 of this article, it shall notify the commissioner, Consumer

Affairs Agency of the said action in writing without delay.
Article 11 (Decision on Violation)

In case any of the actions (excluding a warning) is to be taken in accordance with the

provisions of Art.9, para.3 or para.2 of the preceding article, the Fair Trade Council shall
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prepare a draft (hereafter referred to as “draft decision’) and send it to the said entrepreneur.

2 The said entrepreneur may file a written opposition with the Fair Trade Council within 10

days from the day of receipt of the draft decision.

3 When such an opposition has been filed, the Fair Trade Council shall give the said
entrepreneur an opportunity to make and prove its assertions, conduct additional review of

the case based on the new materials provided and thereunder make a decision.

4 When no opposition has been filed pursuant to the provision of para.2 of this article, the

Fair Trade Council shall make the decision promptly on line of the draft decision.

Article 12 (Establishment of Enforcement Rules)
The Fair Trade Council may establish enforcement rules on matters relating to the

enforcement of the Code.

2 When setting or changing Enforcement Rules, approval of the Commissioner of the

Consumer Affairs Agency and the Fair Trade Commission shall be obtained in advance.
Supplementary Provision

The Code shall take effect on July 1, 1984. However, the provisions of Art.5 (except para.3,
Act No.3 and No.4) and Art.10 shall take effect upon the date of proclamation of confirmation
by the Fair Trade Commission.

(Omitted)

Supplementary Provision

The revised Code shall come into force on April 1, 2016.
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Enforcement Rules of the Fair Competition Code
concerning Restriction on Premium Offers in the Ethical
Pharmaceutical Drugs Marketing industry

Issued: April 16, 1984
Totally Revised: August 11, 1997
Finally Revised: January 21, 2011

Article 1 (Meanings of Terms)

The meanings of terms used in the Fair Competition Code concerning Restriction on

Premium Offers in the Ethical Pharmaceutical Marketing Industry (hereafter referred to as “the

Code”) and in this enforcement rule shall be as follows:

1

The term “pharmaceutical drugs which are designated as such by the Enforcement Rule”
stipulated in Art.2, para.l of the Code shall be ethical pharmaceutical drugs except

pharmaceutical drugs for in vitro diagnostics;

All the pharmaceutical drugs listed on the National Health Insurance (NHI) List shall be
contained in the ethical pharmaceutical drugs. However, any pharmaceutical drugs used in
medical institutions, etc. for medical services and not listed on the NHI List shall also be

included in the ethical pharmaceutical drugs;

The term “ethical pharmaceutical drugs marketers” stipulated in Art.2, para.2 of the Code
shall include any entrepreneur who conducts promotional activities related to ethical

pharmaceutical drugs entrusted with by a specific ethical pharmaceutical drug marketer;

The term “medical institutions, etc.” stipulated in Art.2, para.3 of the Code shall include
physicians, dentists, pharmacists and other healthcare professionals belonging to a medical
institution, etc., and board members, employees and others who participate in choice or
purchase of ethical pharmaceutical drugs in the said institution, etc. (medical service task

participants).

Article 2 (Offering Standards on Drug Samples)

The offering standards on drug samples stipulated in Art.5, item 3 of the Code shall be as

follows:

1

Classification and Definition of Drug Samples

The term “drug samples” shall mean ethical pharmaceutical drugs offered free of charge to
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medical institutions, etc. and classified as follows;

(1)

)

Presentation samples

Those whose purpose is to enable healthcare professionals to confirm the outward
characteristics of the ethical pharmaceutical drug concerned such as dosage form, color,
taste, and flavor before use:
Clinical testing samples

Those whose purpose is to be used for clinical testing in order that healthcare
professionals may confirm and evaluate the quality, efficacy, safety, pharmaceutical

characteristics, etc. of the ethical pharmaceutical drug concerned before use:

2 Offering Standards

(1)

2)

Presentation samples

(D Package size shall be the smallest one in accordance with the purpose of the dosage
sample concerned;

@ The quantity to be supplied shall be the necessary minimum in accordance with
the purpose of the dosage sample concerned;

@ Medical institutions, etc. to be offered to shall be designated where such offer is
made through wholesalers:

Clinical Testing samples

(D Offer shall be made only where request in writing is done by a physician, etc. who
will conduct the clinical testing;

@ Offer shall be for a physician, etc. to use for clinical testing in a medical institution,
etc.; therefore, no offer shall be made to pharmacies;

(@ Offer shall be made by a medical representative himself of an ethical
pharmaceutical drugs marketer in connection with information given to medical
institutions, etc.; therefore, no offer through an ethical pharmaceutical drug
wholesaler;

@ Package size shall be the smallest one of the product concerned,;

® Allowable period of offer shall be within one year after NHI listing;

©® Offering quantity shall be the necessary minimum in accordance with the purpose

of the clinical testing use concerned.

Article3 (Remuneration, etc. for Case Report)

Remuneration, etc. for case reports in post-marketing surveillance stipulated in Art. 5, item4

of the Code shall be in accordance with the following standards:

(1)

The term “case report” shall mean that a physician, etc., in accordance with the request

of an ethical pharmaceutical drugs marketer, reports by filling in specified matters on
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efficacy, safety and quality of a specific kind of a post-marketing pharmaceutical drug
in a particular format regarding the cases where the medical doctor, etc. has in fact used
the said drugs;

(2) Under the pretext of remuneration for a case report, money shall not be offered as
means of inducing choice or purchase of an offerer's pharmaceutical drugs.

Therefore, the following matters shall be complied with;

(D No request for a case report shall be made to a medical institution, etc. which has
not adopted nor purchased the pharmaceutical drugs surveyed, nor on the condition
that the said drugs will be adopted, continue to be purchased or increase in purchased
amount;

(2 The number of cases surveyed shall be reasonable in light of the purpose or content
of the survey;

(@ The requests shall be made to medical institutions which can perform the purpose
of the survey sufficiently;

@ The requested institutions, etc. shall not be biased in particular areas or particular
kinds of medical institutions, etc. in light of the purpose or content of the survey;

(® Excessive number in comparison with the clinical cases which were actually dealt
by the medical institutions or physicians, etc. shall not be requested to report;

©® The requests for the case report shall be made in writing;

(@ The remuneration for the case report shall not be over the objective and fair amount
calculated reasonably; neither the discrimination in such amount shall be made
among the medical institutions, etc. requested in the same survey form;

The remuneration shall be paid for the survey forms in which all matters necessary
in light of the purpose of the survey were completely filled;

(@ The remuneration shall not be paid before receiving the survey forms stipulated in
above; provided that the foregoing shall not apply where advance payment was
promised subject to the assured performance of the contract, e.g. where entrusted to

national or municipal medical institutions, etc.

Article 4 (Lecture Meeting, etc. on Offerer's Pharmaceutical Drugs)
With respect to premiums, etc. offers at a lecture meeting, etc. on offerer's pharmaceutical
drugs stipulated in para.5, Art.5 of the Code, the following matters shall be paid attention to:
(1) The term “lecture meeting, etc.” shall mean any meeting, irrespective of the name such
as briefing or gathering, which aims to explain about offerer's pharmaceutical drugs to a
number of medical institutions, etc. ;
(2) Attention shall be paid to the place, facility and other means of holding such meeting

so as not to be misunderstood as an invitation tour or lavish entertainment;
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(3) Payment to participants of medical institutions, etc. of costs necessary to attend the
meeting (traffic expenses and hotel charges) shall be permissible; payment to speakers,
etc. requested to make a lecture, etc. at the meeting, etc. of rewards and costs shall also
be permissible;

(4) Reception neither lavish nor excessive held in connection with the meeting shall be

permissible.

Article 5 (Offer of small amount of Premiums, etc.)
Offer of such economic benefits as follows shall not violate the provision of Art.3 of the
Code, even if they are considered premiums:
(1) Premiums of small amount, not beyond the extent found reasonable in light of the
normal business practices;
(2) Gifts or entertainment not lavish nor excessive in light of social common sense, offered
at a social gathering held in accordance with custom;
(3) Gifts or receptions not lavish nor excessive in light of social common sense, offered at

offerer's or medical institution, etc.’s memorial events held in accordance with custom.

Article 6 (Detailed Rules)
The Fair Trade Council may establish detailed rules on enforcement standards or procedures
in order to enforce the Code and the Enforcement Rules by filing with the Commissioner of

the Consumer Affairs Agency and the Fair Trade Commission.

Supplementary Provision

The Enforcement Rules shall take effect on the date the Code takes effect.
(Omitted)
Supplementary Provision

The revised Enforcement Rules shall come into force as from the day when the revised Code

comes into force (February 10, 2011).
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I-1. Guidelines concerning the Principle of Premium Offers

Filed with the Fair Trade Commission on January 20, 1998
(Omitted)
Latest revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on December 11, 2015

The principles of restrictions on premium offers provided in Art.3 of the Fair Competition

Code (hereafter referred to as “the Code”) shall be according to the following guidelines.

1. Actions in which ethical pharmaceutical drugs marketers (the “marketers”) offer premiums
to medical institutions, healthcare professionals, etc. are not basically restricted, unless the
marketers take actions deemed to constitute “a means of unjustifiably inducing transactions
of ethical pharmaceutical drugs.”

It shall be provided, however, that “economic benefits which are deemed to be discounts
or after sales services in light of the normal business practices or any economic benefits
which are deemed to be characteristic of ethical pharmaceutical drugs in light of the normal
business practices” provided in the proviso of Article 2, paragraph 5 of the Code shall not be

included in the premiums, and accordingly shall not be restricted under the Code.

2. Criteria for judging whether “premium offers to medical institutions, etc.” apply
While Article 3 of the Code provides restrictions on premium offers to medical institutions,
healthcare professionals, etc., the Code may apply to cases where the offerees do not
correspond to such medical institutions, healthcare professionals, etc., depending on the
actual condition of the organization and the method of offer. Here follow the criteria for
judging whether or not the Code applies.
(1) Cases corresponding to premium offers to medical institutions, healthcare professionals,
etc.:
1) the following are provided in Article 2, paragraph 3 of the Code:
(1) hospitals and clinics,
(i) healthcare facilities for the elderly,
(i) pharmacies (generally referred to as “pharmacies,” but not including “drug shops
and second-class drug sellers”),
(iv) others engaged in medical services (healthcare centers, local governments
(schools), or health insurance societies, etc. engaged in work to prevent diseases and
conduct health examinations).

2) the following as provided in Article 1, item 4 of the Enforcement Rule of the Fair
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Competition Code:

(1) healthcare professionals: physicians, dentists, pharmacists, nurses, and inspection
engineers affiliated with or classifiable as any of the persons or entities in 1) above,

(i) board members of medical institutions, etc.,

(i) medical service task participants: person who actually takes charge in the business
of purchase and participates in the choice or purchase of ethical pharmaceutical drugs
in any of 1) above.

3) premium offers to the family members of any persons in 2) above may be deemed to

be indirect premium offers to medical professionals, etc.

(2) Cases not corresponding to premium offers to medical institutions, healthcare
professionals, etc.:
1) Corporations that do not correspond to medical institutions, etc.

Premium offers to any corporation, entity, or individual that does not correspond

to a medical institution, etc. shall basically not be restricted under the Code.
2) Entities or academic meetings, etc.

Any entity whose members are facilities such as medical institutions, etc. or any
academic meeting entity whose members are individuals such as healthcare
professionals, etc. shall not itself correspond to a “medical institution, etc.” as
provided in Article 3 of the Code.

Accordingly, premium offers to such an entity shall basically not correspond to
premium offers to medical institutions, healthcare professionals, etc.

It shall be provided, however, that a premium offer to any entity (academic meeting,
etc.) that does not have the substance of an entity shall be subject to the Code, as such
offer corresponds to a premiums offer to a medical institution, healthcare professional,
etc.

Here follow criteria for judging whether or not the relevant entity has the substance
of such an entity:

[Criteria for Judging the Substance of an Entity]

An organization must meet the following requirements if it is to be deemed as an
entity distinct from a medical institution, healthcare professional, etc.

a. It is an organization of a number of healthcare professionals, etc. affiliated with
different medical institutions, etc., or, if its members are mainly persons other than
healthcare professionals, etc., it is an organization that does not merely aim at amity
or entertainment, but has other specific purposes when healthcare professionals,
etc. participate.

b. The organization has regulations such as bylaws, a decision-making body such
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as a general meeting, and provisions for a representative such as a chairman or
representative manager.

c. The organization has independent accounting (which means that it collects
membership fees, has financial and accounting regulations concerning other
income and disbursements for operating, etc., and has accounting independent from
the accounting of its individual members or the accounting of the medical
institution, etc. to which its members belong, and most of the income of the
organization is used to operate and maintain the organization).

d. The organization has clear business plans and regularly conducts activities in line
with its business purposes.

e. The organization does not aim to conduct the normal medical businesses of
medical institutions, etc. to which healthcare professionals belong or to advertise
or solicit consultation with medical institutions, etc.

f. The organization does not aim to conduct the same type of training as that
provided to healthcare professionals, etc. affiliated with medical institutions, etc.
g. The organization does not mainly aim at joint training on the acquisition or
improvement of medical knowledge, technology, other related knowledge, etc. by

participating healthcare professionals, etc.

(3) Different view other than (1) and (2) above
1) Doctors Offices
Premium offers to so-called “Doctors Offices” whose members are healthcare
professionals affiliated with medical institutions, etc. shall be considered as follows:
(i) When a premium is officially received by a relevant medical institution, etc. even
through a doctor's office, the case shall be judged as a premium offer to a medical
institution, etc. (When, for example, a branch [a doctor's office] invites the
healthcare professionals of local medical institutions, etc., sponsors a lecture meeting,
and pays the costs and expenses for holding the meeting, the offer is mainly made
by the doctor's office but is actually made by the facility.)
(i1)) Cases other than (i) above shall be judged as premium offers to individual
healthcare professionals affiliated with the doctor's office.
2) Indirect Offers
(1) Offers through non-medical institutions, non-healthcare professionals, etc.
Any of the following premium offers to corporations, entities, or individuals that
do not correspond to medical institutions, etc. shall be deemed to be premium offers
to medical institutions, healthcare professionals, etc.

a. When premiums are offered on the condition that medical institutions, etc.
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affiliated with a corporation, entity as members or medical institutions, etc. related
to a corporation, entity, individual purchase ethical pharmaceutical drugs from a
marketer providing premiums or that premium offers are otherwise used as a means
of unjustifiably inducing transactions with these medical institutions, etc.
b. When a marketer makes corporations, entities, or individuals that do not
correspond to medical institutions, etc. distribute or offer premiums to be provided.
(i) Offer through wholesalers
When a marketer gives premiums to wholesalers and instructs the wholesalers to
provide such premiums to medical institutions, healthcare professionals, etc., or
when a marketer gives premiums to wholesalers with full knowledge that the
wholesalers will provide them to medical institutions, healthcare professionals, etc.,
the marketer is deemed to be providing the premiums to medical institutions,
healthcare professionals, etc.
3) Assumption
Payment, by a marketer, of liabilities and expenses originally to be burdened by
medical institutions, healthcare professionals, etc. shall be deemed to be assumption.
(1) Debts
Payment of monetary liabilities owed by medical institutions, healthcare
professionals, etc. on their behalf corresponds to the provision of money to the
relevant medical institutions, healthcare professionals, etc.
(11) Expenses
Payment of costs and expenses owed by medical institutions, healthcare
professionals, etc. on their behalf substantially corresponds to the provision of

money to the relevant medical institutions, healthcare professionals, etc.

3. “A means of unjustifiably inducing transactions” in Article 3 of the Code describes the
case where the amount and method for offering premiums to be provided to medical
institutions, healthcare professionals, etc. exceed the scope deemed proper in light of normal
business practices in this industry.

(1) Normal business practices do not necessarily mean business practices currently
conducted in this industry, but business practices endorsed from the viewpoint of the
maintenance of fair competitive order, and finally judged on the basis of whether or not

the premium offers disturb fair competitive order.
(2) The following economic benefits are not deemed to be “means of unjustifiably inducing

transactions.”

1) Benefits corresponding to items from 1 to 5 of Article 5 of the Code
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2)
3)

4)

Small-amount premium offers as provided in Art.5 of the Enforcement Rules
Lecture meeting, etc. held by marketers

The Code shall not restrict a marketer from holding a lecture meeting relating to
its own drugs for healthcare professionals, etc.

When a marketer holds a lecture meeting not related to its own drugs for healthcare
professionals, etc., it may not offer premiums other than costs and expenses of such
meeting.

Advertisement Rate

Because the advertisement rate is money paid as consideration for advertisement
services, the rate itself does not correspond to a premium. Therefore, the payment of
the advertisement rate as a reasonable consideration is not restricted under the Code;
provided, however, that money provided as the advertisement rate in name
corresponds to the premium and is therefore restricted under the Code.

Usually, a publisher or an advertising agency solicits general advertisements from
advertisers. To that extent, the solicitation of advertisements does not cause any
problem, as it does not relate to transactions of ethical pharmaceutical drugs.
However, when medical institutions, healthcare professionals, etc. raise money in the
name of advertisements, or money is credited to medical institutions, healthcare
professionals, etc. to fund advertisements placed on any media produced by medical

institutions, healthcare professionals, etc., judgment under the Code shall be required.

(1) A marketer's placement of an advertisement (including an advertisement of a

corporate name) in a journal, study report, or list of names prepared or distributed by
a medical institution, healthcare professional, etc. and the payment of reasonable
consideration as an advertisement rate do not correspond to premium offers, and are
therefore not restricted under the Code; provided that such advertisement shall
comply with the Code of Fair Practice in the Advertising of Drug and Related
Products.

It shall be provided, however, that when a material is independently produced by
medical institutions, etc., distributed solely to the healthcare professionals, etc. and
other employees affiliated with the relevant medical institutions, etc., and mainly
used in the relevant facilities, that material shall not be deemed as advertisement

media (for example, a list of drugs within a relevant hospital or a list of employees).

(i) The conditions of (i) above shall apply to the placement of advertisements on any

printed materials, slides, or any other advertisement media produced for education
on the treatment and prevention of disease and distributed to a number of people such
as patients and persons undergoing medical examinations, and the payment of

reasonable consideration as an advertisement rate to be made by medical institutions,
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etc. (except for the case corresponding to (iii) below).

(iii) When a corporate name is placed and an advertisement rate is paid as a matter of

form in order to make a marketer assume costs and expenses for facilities or articles
(such as the guide sign of a hospital, chairs in a waiting room, or televisions) that
should originally be produced at the burden of costs and expenses of the medical
institutions, etc., the payment of the advertisement rate, in whatever name, shall

correspond to an offer of money in violation of the Code.

(iv) When the amount of consideration for advertisement placement exceeds a

reasonable sum, the payment of the advertisement rate, in whatever name, shall

correspond to a provision of money in violation of the Code.

(v) When a marketer is requested to place an advertisement from the medical

institution, healthcare professional, etc., it shall confirm the terms and conditions of
the advertisement described in the document for solicitation of the advertisement and
judge whether it is substantially an advertisement. The document for solicitation of
the advertisement must specify the name of media, effect and contents of media,
number of issuances, persons to whom the media are distributed (persons targeted
by the advertisement), the rate and number for subscriptions for each advertisement

space, expenses for advertising works, and the place for application, etc.

(vi) When a marketer pays an advertisement rate to any medical institutions, healthcare

5)

6)

professionals, etc., it shall store materials proving the fact of payment as an
advertisement rate.
Benefits, labor or other services

Article 2, paragraph 5, item 4 of the Code refers to “benefits, labor or other services”
as premiums. The “benefits, labor or other services” shall include assistance for
moving and the use of accommodations, etc. by a marketer for free.

If the contents of such services are excessive (such as acting as a guide for overseas
travel) or the actions are taken systematically and continuously, such services are
restricted by the Code.

As a general rule, such benefits, labor, or other services shall be judged at fair
prices payable when they are entrusted (to any contractor which engages in such
business) in a usual way.

Social courtesy

While actions customarily understood in the business community to be social
courtesies (dining together, giving gifts, etc.) are not by nature premiums, they
become means of inducing transactions when provided in certain ways, so in this
industry, where proper use of ethical pharmaceutical drugs by healthcare

professionals, etc., and trust between patients and healthcare professionals are so
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important, it is necessary to regard them as premiums. This idea is explained below.
Provided, however, this shall not apply in the case of restrictions under the National
Public Service Ethics Act, other laws and regulations, or the internal rules of medical
institutions, etc.
(1) Reward dinners, etc.
Reward dinners, etc., as used herein refer to events whose purpose is to reward
lecturers, etc., at lectures concerning an offerer's ethical pharmaceutical drugs or at
internal training sessions, healthcare professionals asked to participate at a venue,

etc. They are not restricted under the Code.
Provided, however, if the content or the degree is extravagant or excessive, it will

fall under “lavish entertainment provided as a means of inducing choice or purchase
of ethical pharmaceutical drugs” as stated in Art.4 item 1 of the Code and is restricted.
(i1)) Congratulations and condolences

The terms “congratulations” and “condolences” used herein mean celebratory
occasions (celebration of conferment or wedding), condolences, visits, farewell
presents, etc. provided in accordance with socially customary practices with respect
to healthcare professionals, or any person related to healthcare professionals, to
whom a marketer is directly related. If they are within the limit of not lavish or
excessive from a socially acceptable sense, they are not restricted under the Code.

The following points must be noted in providing such congratulations and
condolences:
a. Money and goods shall not be provided in the name of congratulations and

condolences.
b. Congratulations and condolences shall not be used as a means of promotion.

(iii) Midyear and year-end gifts

Midyear and year-end gifts habitually given as social courtesies or calling gifts
upon visits by superiors are deemed proper in light of the normal business practices
and are not restricted under the Code.

However, if the contents and degree of such gifts are lavish or excessive, such gifts
are deemed as a means of unjustifiably inducing transactions and restricted as

unjustifiable premiums under the Code.

(3) The provisions of the Guidelines I-2 “Guidelines concerning Donations” separately
provided provide the criteria for judging whether or not donations made by a marketer
correspond to “means of unjustifiably inducing transactions” of ethical pharmaceutical

drugs.
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4. Points of Concern upon Provision of Premiums
(1) It must be noted that, in providing premiums, no person related to a marketer or to an
offeree violates or is deemed to violate any provisions of tax laws, criminal laws, or any

other laws and ordinances.
(2) When a marketer provides premiums violating the Code upon strong demand from

medical institutions, etc., the marketer shall not be exempted from violation in the Code,

even if it is highly likely that the demand violates the Antimonopoly Act of Japan.
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I-2. Guidelines concerning Donations

Filed with the Fair Trade Commission on January 20, 1998
(Omitted)
Latest revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on May 21, 2018

Whether a donation falls under restricted premium offers per Art.3 of the Fair Competition

Code (hereafter referred to as “the Code”) shall be according to these guidelines.

Part 1. Principle
1. Donations in this Industry
Generally, a “donation” means a provision of money or goods which does not lead to a
premium offer as a means of inducing any form of transaction, be it a Kyosankin, Sanjokin,
Enjokin, or a transaction of any other name.
It is undeniable, however, that there are donations incidental to transactions of ethical
pharmaceutical drugs, considering the actual conditions of donations in this industry.
Accordingly, donations incidental to transactions of ethical pharmaceutical drugs must be

judged as premium offers.

2. Concept of Donations under the Code
Even if a donation is formally gratis, in practice, if there is a promise of benefit to an ethical
pharmaceutical drugs marketer (hereafter referred to as “a marketer”) that is the donator,
such as advantageous treatment in the purchase of ethical pharmaceutical drugs in return for
the donation, or if a marketer responds to a request for a donation in excess of commonly
accepted social norms with a view to influence transactions, it is considered a means to

improperly induce transactions and restricted under the Code.
For example, scenarios such as complying to a request for a target amount from each

marketer, or complying when it has been suggested that a marketer that fails to comply will
be treated unfavorably would fall under this.

While a donation to any entity separate from a medical institution, healthcare professional,
etc. is not originally restricted under the Code, the judgment as to whether a donation to any
entity consisting of healthcare professionals, etc. may be accepted or not shall be made in
consideration of whether the donation corresponds to a means of unjustifiably inducing
transactions, as the person requesting such donation is a healthcare professional and the

donation is undeniably incidental to transactions.
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3. Donations Not Incidental to Transactions

The following donations are treated as those not incidental to transactions of ethical

pharmaceutical drugs:

(1) Donations accepted by a current social standard

Donations donated by marketers and accepted by a current social standard shall not be

restricted under the Code.

(2) Donations by an industry group

Donations determined by a socially accepted industry group of marketers shall not

correspond to means of inducing transactions of individual marketers and shall not be

restricted under the Code.

A “socially accepted industry group of marketers” shall mean an “socially accepted

entity” organized by a substantial number of marketers to conduct social activities for the

benefit of the ethical pharmaceutical drug industry.

(3) Donations upon disaster, etc.

Contributions of reasonable money by marketers to medical institutions, healthcare

professionals, etc. damaged by any disaster, as donations for repair of the damage caused

by the disasters, or as Gienkin or Mimaikin for the disasters in the course of repair of the

damage caused by the disasters, shall not be restricted under the Code.

1)

2)

3)

Gienkin, etc.

Contributions of reasonable money by marketers to disaster-damaged medical
institutions, etc. donated in the course of repair of the damages caused by the disaster
shall not be restricted under the Code.

Mimaikin, etc.

As a mimaikin for disaster is deemed as a kind of condolence, contributions of
mimaikin for a disaster to disaster-damaged medical institutions, healthcare
professionals, etc. within a limit accepted as reasonable from the standpoint of social
acceptability shall not be restricted under the Code.

Provisions of ethical pharmaceutical drugs free of charge

When medical institutions, etc. that have been using the drugs of any marketer,
suffer any loss or damage of ethical pharmaceutical drugs due to any disaster and the
delivery of the ethical pharmaceutical drugs has not been recommenced by
wholesalers, the marketer shall not be restricted under the Code from providing its
drugs to the relevant medical institutions, etc. temporarily in the quantity necessary
for the time being upon recommencement of the medical care of the medical

institutions, etc.
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(4) Donations to departments other than a hospital of the same corporation

If a corporation or other entity (including any national or local public organization)
establishing a hospital or clinic in accordance with the provisions of Article 7 of the
Medical Care Law (hereinafter in this paragraph, the “hospital”) engages in businesses
other than hospital management (education, research facility etc.) and the hospital's
business department is clearly distinguished from the other business operations of the
corporation such as its business and accounting departments, donations to the
corporation's business department other than the hospital business department shall

basically not be incidental to transactions or restricted under the Code.

(5) Others
1) Donations in which medical institutions, healthcare professionals, etc. are not
involved
As medical institutions, healthcare professionals, etc. are not involved in any
donation made upon a request which is not formally or substantially mediated by
healthcare professionals, such donation shall not be incidental to transactions or
restricted under the Code.
2) Provisions of ethical pharmaceutical drugs through overseas aid not incidental to
transactions
The provision of ethical pharmaceutical drugs through overseas aid shall not be

incidental to transactions or restricted under the Code.

Part 2. Donations to Medical Institutions, Healthcare Professionals, etc.

Donations made from marketers to medical institutions, healthcare professionals, etc. are
incidental to transactions of ethical pharmaceutical drugs. If, however, the money provided to
medical institutions, etc. is aid to medical or pharmaceutical research and study, lecture
meetings, etc., such provision shall be within the extent reasonable in light of normal business
practices in this industry, shall not correspond to a means of unjustifiably inducing transactions
of ethical pharmaceutical drugs, and shall basically not be restricted under the Code.

On the other hand, the assumption of expenses to be disbursed by medical institutions, etc.
themselves corresponds to a premium offered as a means of unjustifiably inducing transactions
and shall be restricted under the Code.

Here follow explanations with examples of donations to medical institutions, healthcare
professionals, etc. corresponding or not corresponding to means of unjustifiably inducing

transitions of ethical pharmaceutical drugs.
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1. Restricted Donations
The following donations shall be restricted under the Code as a means of unjustifiably
inducing transactions of ethical pharmaceutical drugs:
(1) Donation in the form of an agreement to assume expenses to be disbursed by medical
institutions, etc. themselves
If a donation for the purposes of purchase of articles, an extension or reconstruction
of a facility, supplement for an administrative fund, or other donations to be used for
the interest of a medical institution, etc. itself is granted in the form of an agreement to
assume expenses to be disbursed by the medical institution, etc. itself, such donation
shall correspond to a provision of money as a means of unjustifiably inducing
transactions of ethical pharmaceutical drugs and shall be restricted under the Code.
It shall be provided, however, that these provisions shall not apply if other provisions
provide that the donation shall not correspond to a means of unjustifiably inducing

transactions of ethical pharmaceutical drugs.

(2) Donations to normal medical businesses conducted by medical institutions, etc.
Acts taken as normal medical businesses conducted by a medical institution, etc., are
acts for which remuneration is obtained or acts for which the medical institution, etc.,
pays the costs. Therefore, for a marketer to bear those costs would be provision of money

to the medical institution, etc., as a means of inducing transactions.

(3) Cases where the interest of marketers, being the donators, is promised
Even if donations are formally made for free, benefits to the interests of the marketers,
the donators, such as “advantageous treatment with respect to purchase of ethical

pharmaceutical drugs in return for donations,” are virtually promised.

(4) Cases where marketers accept requests for the placement of advertisements allotted to

or forced upon the marketers in consideration of the effects on transactions.

(5) Donations deemed excessive from the standpoint of social acceptability.

2. Unrestricted Donations
The following donations shall not be restricted under the Code, as they do not correspond
to means of unjustifiably inducing transactions of ethical pharmaceutical drugs:
It shall be provided, however, that any donation corresponding to paragraph 1 above shall

be restricted under the Code:
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(1) Donations to research and study activities

Aid to research and studies by medical institutions, etc. with research and study
functions shall not be restricted under the Code.

The original purpose of research by medical institutions, etc., and healthcare
professionals, etc., is medical and pharmaceutical progress, not the interests of relevant
medical institutions, etc., and healthcare professionals, etc. Therefore, a donation that a
marketer contributes as aid to research is not restricted under the Code, even if the process
of the research includes clinical research at a medical institution.

Provided, however, support with money and goods for clinical research on an offerer's
ethical pharmaceutical drugs is likely to be performed with the expectation that the
marketer will somehow benefit from the research, so the money and goods cannot be said
to have been provided for free, and there is undeniable concern that it could lead to direct
prescription inducement, so making such donations is restricted under the Code. In that
case, judge in light of III-4, “Guidelines concerning Commissioning of Research and
Studies.”

1) Donation for the purpose of academic research to the university with which
healthcare professionals belonging to a university-aftiliated hospital are involved

(i) Donations to universities for education, research, and studies shall basically not

be restricted under the Code.

(i) Even if it is officially received by the university, if healthcare professionals
belonging to an affiliated hospital are involved, there is concern that it could
unjustifiably induce transactions of ethical pharmaceutical drugs by the hospital.
Therefore, a donation to a university with which healthcare professionals belonging
to an affiliated hospital are involved must meet all of the following requirements.

a. The donation shall be accepted in accordance with the accounting regulations of
each university.

b. The purpose of use of the donation shall be designated as concrete academic
research.

(If the designation of the purpose is to be changed, prior reporting to the
donator shall be required.)
c. The donator shall receive a brief report of the research results.
(ii1) Points of concern upon making donations for the purpose of academic research

a. As a general rule, donations shall not be made to support any survey, research,
or study by an individual healthcare professional working for a hospital affiliated
with a university.

2) Donations to hospitals with research functions under laws and ordinances

Donations made to hospitals with research functions under laws and ordinances
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solely for the purpose of academic research shall basically not be restricted under the
Code.

Provided, however, even if it is designated as also having a research function under
the law and ordinance, the donation is the provision of money to a medical institution,
so there is concern that it could unjustifiably induce transactions of ethical
pharmaceutical drugs by the hospital. Therefore, a donation to a hospital that also has
a research function under the law and ordinance must meet all of the following
requirements.

(1) The donation shall be accepted in accordance with the regulations on the
acceptance of donations of each medical institution.

(i) The purpose of use of the donation shall be designated as concrete academic
research.

(If the designation of the purpose is to be changed, prior reporting to the donator
shall be required.)

(ii1)) The donator shall receive a brief report of the research results.
3) Donations to the research department (laboratory) of a corporation establishing a
medical institution

Donations to a research department (laboratory) of a corporation establishing a
medical institution shall basically not be restricted under the Code when the business
operation of the relevant research department is clearly distinct from the hospital
department.

However, because the donation is the provision of money to a corporation
establishing a medical institution, there is concern that it might improperly induce
that medical institution to make transactions concerning ethical pharmaceutical drugs.
Therefore, a donation to the research division of a corporation that has established a
medical institution must meet all of the following requirements.

(i) Requirements for the facility in question
a. The corporation's lines of business include a category involving
medical/pharmaceutical research.
b. The research division is organizationally separate and independent from the
corporation's medical institution(s).
c. Researchers designated by regulations belong to the research division.
d. It can be confirmed by the previous fiscal year's research reports, etc., that actual

research is being performed.
(i1)) Requirements for contribution

a. Donations shall be accepted by the official accounting department of

corporations and used for the purpose of research by the research department.
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b. The purpose of use of donations shall be designated as concrete academic
research.
c. The donator shall receive a brief report of the research results.
4) Donations by which the marketers invite and aid the public participation of healthcare
professionals in medical or pharmaceutical research
When a marketer invites the public participation of healthcare professionals in
medical or pharmaceutical research and donates to the research (research aid or
reward), such donation shall not correspond to a means of unjustifiably inducing
transactions of ethical pharmaceutical drugs and shall not be restricted under the
Code if'it fulfills all of the following requirements to ensure fairness and transparency.
(i) Method of Invitation: Public invitation
(on academic journals, posters, or homepages)
(i) Description: Specifying duration, number, and base amount
(iii) Theme: Medical or pharmaceutical research theme
(Theme is not specialized in its own drugs.)
(iv) Participants: Participants shall be recommended or approved by any
medical institutions, etc.
(v) Screening method: It is fair (For example, screeners are multiple experts
recommended by recognized academic societies.
Screening by an organizer of a research society with
which an offerer is involved or by an employee of an
offerer cannot be called fair.).
(vi) Result of Screening: The result of screening shall be announced via the same
media as that used to announce the public invitation.
(vii) Report of Results: In the case of aid to any research, a report on the result

of the research shall be required.

(2) Donations to lecture meetings, etc.

A lecture meeting, etc., put on by a medical institution, etc., is for the purpose of
disseminating medical and pharmaceutical knowledge or improving public health, not for
the profit of the medical institution, etc. Therefore, a donation as aid for a lecture meeting,
etc., held by a medical institution, etc., will not in the following cases unjustifiably induce
transactions of ethical pharmaceutical drugs and is not restricted under the Code.

1) Donations to lecture meetings, etc. for healthcare professionals other than the
relevant medical institutions, etc.
When donations to research presentations and lecture meetings, etc. held by a

medical institution, etc. are granted by providing opportunities for participation
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widely to healthcare professionals from other medical institutions, etc., the donations
shall not correspond to means of unjustifiably inducing transactions of ethical
pharmaceutical drugs and shall not be restricted under the Code.
2) Donations to lecture meetings, etc. for the general public
Donations to lecture meetings etc. held for the general public for the purposes of
preventing disease, spreading of health knowledge, and improving public health shall
not correspond to means of unjustifiably inducing transactions of ethical

pharmaceutical drugs and shall not be restricted under the Code.

(3) Other donations which are not deemed as means of unjustifiably inducing transactions
1) Cases those local municipalities attract hospitals

A local municipality may subsidize hospital construction funds owed by a business
selected in an assembly as a hospital construction project. In this case, the marketers
shall basically be restricted from donating hospital construction funds under the Code.
In cases where a local municipality attracts a hospital, however, such donation shall
not correspond to a means of unjustifiably inducing transactions of ethical
pharmaceutical drugs and shall not be restricted under the Code if the following
requirements are fulfilled.

(1) The local municipality subsidizes hospital construction funds.
(i1)) The donation makes up only a small percentage of the total project cost.
(iii)) Donations are widely solicited to the general public.
2) Cases where university's anniversary business project includes an extension or
reconstruction of a hospital attached to the university

The main purposes of the establishment of a university are originally education,
research, study, and donations to anniversary business projects by a university for the
purpose of infrastructure development shall basically not be restricted under the Code.

However, an anniversary business project may include an extension or
reconstruction of a hospital attached to a university.

When a marketer makes a donation to an anniversary business project of a
university with a hospital attached to the university, such donation shall not
correspond to a means of unjustifiably inducing transactions of ethical
pharmaceutical drugs and shall not be restricted under the Code if the following
requirements are fulfilled.

(i) The extension or reconstruction of the hospital attached to the university
constitutes one part of the anniversary business project.
(i1)) The donation solicited makes up a proper percentage of the total project cost.

(ii1) Donations are widely solicited to the general public.
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3) Donation to a school of medicine's anniversary business project or commemorative
business project

University departments such as a school of medicine, etc., operate independently
under the management of the university as a whole, so as long as a donation
contributed to a school of medicine's anniversary business project or commemorative
business project actually supports the education of students, it is not considered to
unjustifiably induce transactions of ethical pharmaceutical drugs and in principle is
not restricted under the Code.

4) Free provision of ethical pharmaceutical drugs to a university's school of medicine,
etc.

Free provision of ethical pharmaceutical drugs to a university's school of medicine,
etc., to support student classes, even if the donation request is from the university's
school of medicine, etc., as long as it actually supports student classes, in principle is
not deemed to unjustifiably induce transactions of ethical pharmaceutical drugs by
an affiliated hospital and is not restricted under the Code.

5) Donation for a university scholarship fund or for the purpose of education or training

Universities raise funds to support the education of students and the development
of young researchers as funds raised for specific purposes. The main purposes of
universities are education and research, so donations to universities for the purpose
of education and/or research in principle are not restricted under the Code.

Provided, however, such support funds target healthcare professionals who are
young researchers, etc., including graduate students and trainee doctors, so in the end
they cross over to individual healthcare professionals. Therefore, it is necessary to
ensure fairness and transparency, such that the purpose of the support is appropriate,
application and recruitment opportunities are given equally to those eligible,
selection is fair and according to criteria to which the university has consented in

advance, the results are public, and so on.

(4) Other points of concern
1) If the formal window for accepting donations is a public-service corporation

If a university or a hospital that also has a research function under the law and
ordinance has no rules for accepting donations, or if it does have rules, but the
establisher that is the national government or a local government and the medical
institution allows a donation from a marketer to be accepted through a public-service

corporation, the following matters are to be confirmed.
(1) The public-service corporation's acceptance of a donation and the public-service

corporation's assistance of a hospital accord with the public-service corporation's
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business purposes.
(i1) The public-service corporation's procedures for acceptance of a donation and a
cash contribution to a hospital are appropriate for the public-service corporation in

terms of accounting and taxation.

Part 3. Donations to Entities

In the Code's Operational Guidelines I-1, “Guidelines concerning Principles of Premium
Offers,” “An entity, members of which are facilities such as medical institution, etc., or an
academic society, etc., members of which are individuals such as healthcare professionals, etc.,
is not considered a 'medical institution, etc.,' under Art.3 of the Code. Therefore, premium
offers to such an entity shall not correspond to premium offers to medical institutions, etc., and
healthcare professionals, etc.”

However, as the members of these entities are medical institutions, etc. or individual
healthcare professionals, and as the requests for donation are made by healthcare professionals,
donations to these entities undeniably may be of a nature incidental to transactions.

Accordingly, when the donations to these entities depart from their original purposes and
correspond to means of unjustifiably inducing individual medical institutions, healthcare
professionals, etc. to engage in transactions of ethical pharmaceutical drugs, the donations shall

be restricted under the Code.

1. Contribution of donation to an entity
(1) Under these Guidelines, there are organizations deemed to have the substance of an
entity and organizations deemed not to have said substance. Therefore, whether medical
institutions, etc., or healthcare professionals, etc., are a separate entity shall be determined

according to “Criteria for Judging the Substance of an Entity.”

(2) Arrangement of donation depending on the content of an entity's activities

Donations to entities are those to members of an academic society, etc., for the holding
of a meeting, and those for other activities of an academic society, etc.

When contributing a donation to an entity deemed separate from medical institutions,
etc., and healthcare professionals, etc., obtain a fundraising prospectus, etc., in advance
and confirm whether the fundraising purpose accords with the business purpose of the
entity, etc., while also confirming that the entity is properly managed in terms of the
content of the entity's activities and its funding for activities (appropriate membership
fees, etc.), and so on.

Provided, however, that if the content of the entity's activities include clinical research

on an offerer's ethical pharmaceutical drugs, support with money and goods for that
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research is likely to be performed with the expectation that the marketer will somehow
benefit from the research, so the money and goods cannot be said to have been provided
for free, and there is undeniable concern that it could lead to direct prescription
inducement, so making such donations is restricted under the Code. In that case, judge in

light of III-4, “Guidelines concerning Commissioning of Research and Studies.”

(3) Donation for members when a meeting of an academic society, etc., is held
When a meeting of an academic society, etc., is held, donations for the personal
expenses of participating healthcare professionals cannot be contributed.
Therefore, obtain the fundraising prospectus, etc., in advance and confirm that
donations are properly used.
If a donation was contributed, obtain a financial report after the end of the meeting and

confirm that the contributed donation was properly used.

2. Donations corresponding to a means of unjustifiably inducing transactions
Even if a donator makes a donation to an entity different from a medical institution,
healthcare professional, etc., such donation shall become a means of unjustifiably inducing
an individual medical institution, healthcare professional, etc. to engage in transactions of
ethical pharmaceutical drugs and shall be restricted under the Code if the donation
corresponds to any of the following.
(1) Donations indirectly offered
Even if a donation is made to any entity different from a medical institution, healthcare
professional, etc., the donation shall be restricted under the Code if it corresponds to an

indirect premium offer to a medical institution, healthcare professional, etc.

(2) Allotted or forced donations
When any healthcare professionals, etc. who are members of an entity forcibly allot
donations with a background of transactions of ethical pharmaceutical drugs and the
marketers accept such donations in consideration of the effect on transactions, the

donations shall be restricted under the Code.
(3) Other scenarios that become means of improperly inducing transactions

In addition to (1) and (2) above, donations corresponding to Part 2-1 of this Standard
shall basically be restricted under the Code.
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3. Concept of Other Donations to Entities
(1) Provision of labor services for academic meetings
Labor services for academic meetings shall be provided within acceptable limits in

accordance with fair and transparent procedures.

(2) Membership fee
When any marketer participates in any entity such as a study group hosted by a medical
institution, healthcare professional, etc. and acts as another supporting member and pays
a membership fee (so-called supporting membership fee), the judgment on such donation
shall depend on whether the use of the membership fee is a “normal membership fee” for
the basic management of the entity or a “membership fee other than normal membership
fee.”
1) Normal membership fees
Membership fees (“including supporting membership fee”; the same shall apply
hereinafter) that regular members and supporting members disburse as their share of
expenses necessary for ordinary management of the entity shall be treated as losses
under tax laws as expenses necessary for business activities, and shall not correspond
to economic interest provided incidental to transactions as a means of unjustifiably
inducing transactions. Accordingly, the membership fees themselves shall not
correspond to premiums and shall not be restricted under the Code.
2) Membership fees other than normal membership fees
Membership fees other than the “normal membership fee” in 1) above may,
regardless of their name, correspond to money provided as premiums under the Code.
Therefore, the advisability of a provision shall be judged on the basis of whether the

substance of the money is a called membership fee.

4. Points of Concern in Making Donations to Entities
Donation shall be made with clarification that the donator is an organization of the relevant

entity and is not an individual acting as a representative.

Part 4. Other Points of Concern
1. Donation to a public-service corporation
As for a donation to a public-service corporation, confirm from many angles the
corporation's purpose of establishment, content of business/activity, membership, situation
of donation request, etc., and if it is incidental to transactions of ethical pharmaceutical drugs,

judge in light of 1 through 3 of these guidelines.
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2. The advisability of any donation which is not stipulated in the provisions from Part 1 to
Part 3 hereof or which is difficult to judge shall be newly judged on the basis of whether the
donation is incidental to transactions, or whether the donation is recognized as a means of

unjustifiably inducing transactions, even if the donation is incidental to transactions.
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I1. Guidelines concerning the Operation of Article 4 of the Code

Filed with the Fair Trade Commission January 20, 1998

(Omitted)
Latest revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on December 11, 2015

Provision of the following items provided in Art.4 of the Fair Competition Code (hereafter

referred to as “the Code”) is restricted.

1.

“Money, goods, invitation to tours, lavish entertainment and the like offered as a means of
inducting choice or purchase of ethical pharmaceutical drugs to physicians, dentists or other
healthcare professionals belonging to medical institutions, etc.” provided in Article 4, item 1
of the Code correspond to unjustifiable premiums, offers of which are restricted under the
Code; provided that if the offeree is “medical service task participants” provided in Article
1, item 4 of the Enforcement Rule of the Fair Competition Code or a family member of a
healthcare professional, etc.

“Money and goods,” “invitation to tours,” and “lavish entertainment” exemplified in
Article 4, item 1 of the Code are as follows:
(1) Money and goods
The term “money and goods” used herein mean money and goods offered to an
individual healthcare professional, etc. as a means of inducing the choice or purchase of
ethical pharmaceutical drugs, and such offer shall be restricted under the Code.
It shall be provided, however, that money and goods not corresponding to premiums,
for example, money paid as remuneration or expenses of requested works such as lectures
or lucubration, do not correspond to money and goods as provided in Article 4, item 1 of

the Code, and therefore shall not be restricted under the Code.

(2) Invitation to tours

“Invitation to tours” as used herein means domestic or international travel offered as a
premium to an individual healthcare professional, etc., as a means of inducing the choice
or purchase of ethical pharmaceutical drugs, and it is restricted under the Code. If an
ethical pharmaceutical drugs marketer bears part of necessary travel costs (courtesy) it is
similarly restricted under the Code.

Provided, however, if work by an individual healthcare professional, etc., is requested
or commissioned, if the purpose and content of the work are objectively reasonable for

the purpose and content of the work (transportation costs, lodging costs) by an ethical
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pharmaceutical drugs marketer does not correspond to “invitation to tours” as used herein

and is not restricted under the Code.

(3) Lavish entertainment

Food and drink or entertainment provided for their own sake are considered “lavish
entertainment provided as a means of inducing choice or purchase of ethical
pharmaceutical drugs” and restricted as improper premium offers under the Code.

On the other hand, when performing pharmaceutical information activities for
healthcare professionals, etc., at a restaurant or the like, provision of food and drink at a
cost not exceeding 5,000 yen (not including consumption tax) per healthcare professional,
etc., does not correspond with “lavish entertainment provided as a means of inducing
choice or purchase of ethical pharmaceutical drugs” and is not restricted under the Code.

Provision of food and drink for the purpose of rewarding persons with roles in lecture
meetings, instructors in internal training sessions, healthcare professionals, etc., asked to
attend meetings, and so on, do not correspond with premium offers restricted under the
Code, if they ordinarily take place in society in general.

Provided, however, if the food and drink are extravagant or excessive, they will fall
under “lavish entertainment provided as a means of inducing choice or purchase of ethical

pharmaceutical drugs” and are restricted under the Code.

2. “Ethical pharmaceutical drugs offered free of charge to medical institutions, etc. as a means
of inducing choice or purchase of ethical pharmaceutical drugs” provided in Article 4, item
2 of the Code shall be restricted to be offered under the Code. Accordingly, if any ethical
pharmaceutical drug is offered, whether as a drug for research purposes or as a sample for
clinical testing (regardless of whether medical insurance claims are made or not), in order to
induce the choice or purchase ethical pharmaceutical drugs, such drug shall correspond to
the “ethical pharmaceutical drug offered free of charge” provided in Article 4, item 2 of the
Code, and the offering of the same shall therefore be restricted under the Code.

It shall be provided, however, that if ethical pharmaceutical drugs are offered free of charge
for research purposes (galenical pharmacy research—not used for clinical practice such as
pharmaceutical collapse and dissolution tests; animal experiments—for animal experiments
for medical or pharmaceutical research), such offer shall not correspond to a means of
inducing the choice or purchase of ethical pharmaceutical drugs and shall not be restricted

under the Code.
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III-1. Guidelines concerning Necessary and Useful Goods and Services

Filed with the Fair Trade Commission on January 20, 1998
Revision (Filed with Fair Trade Commission on March 29, 2005)

“Offers of goods or services necessary to use offerer's ethical pharmaceutical drugs in
medical institutions, etc. or such as to enhance their efficacy or convenience” as provided in
Article 5, item 1 of the Code shall be in accordance with the following guidelines:

It shall be provided, however, that offers of medical or pharmaceutical information shall be
in accordance with the provisions of the “Guidelines concerning Medical or Pharmaceutical

Information.”

1. “Goods or services necessary to use offerer's ethical pharmaceutical drugs in medical
institutions, etc.” as provided in Article 5, item 1 of the Code mean goods or services that are
not recognized as specially added privileges and that meet the following requirements as
goods or services necessary to enhance the original efficacy of the relevant drugs or to use
or utilize the relevant drugs:

(1) They are exclusive goods for the relevant products and there are no replacements.

(2) It has not become a common practice to market the goods separately from the relevant
products.

(3) Medical institutions, etc., cannot conceivably acquire income from patients or from
medical service fees, etc. by providing the goods or services.

(4) The offering of the drugs and the manner of their use never differ from offeree to
offeree.

(5) Medical institutions, etc. cannot conceivably provide them for any purpose other than
the intended uses.

(6) The offering of the goods or services does not become a means of unjustifiably

inducing transactions.

2. “Goods or services such as to enhance their efficacy or convenience” provided for in
Article 5, item 1 of the Code mean goods or services necessary to ensure the efficacy, safety,
and quality of the relevant drugs or to enhance the convenience of the storage and use of the
relevant drugs, when the following requirements are met:

(1) Offers by marketers selling the relevant drugs have adequacy.
(2) Medical service fees are not set for the relevant goods or the relevant services.

(3) Both the offerer and offeree have merits in relation to the relevant drugs.
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(4) Otherwise, the offering of the goods or services does not correspond to a means of

unjustifiably inducing transactions.
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III-2. Guidelines concerning Medical or Pharmaceutical Information

Filed with the Fair Trade Commission on January 20, 1998
(Omitted)
Latest revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on February 21, 2020

“Offers of medical or pharmaceutical information on ethical pharmaceutical drugs, or other
documents or explanatory materials on offerer's ethical pharmaceutical drugs” as provided in
Art.5 item 2 of the Fair Competition Code (hereafter referred to as “the Code”) shall be

according to the following guidelines.

1. The meanings of the terms used in Article 5, item 2 of the Code shall be as follows:
(1) “Medical or pharmaceutical information on ethical pharmaceutical drugs” shall mean
any and all medical and pharmaceutical information related to an offerer's ethical
pharmaceutical drugs, as well as general medical or pharmaceutical information not

relating to an offerer's ethical pharmaceutical drugs.

(2) Information “on offerer's ethical pharmaceutical drugs” shall mean information on drug
treatment with a relevant product, information on disease diagnosis, treatment, prevention,
etc. necessary for the proper use of the offerer's ethical pharmaceutical drugs, and
information on the efficacy, safety and qualify of the offerer's ethical pharmaceutical

drugs.

(3) “Documents or explanatory materials” mean media used in providing information (for
communication) and publications, audio-visual materials such as slides, videos, and

pictures, and electronic media such as CD-ROMs, floppy disks, the Internet, and e-mails.

2. Basic Concept
When providing medical or pharmaceutical information to medical institutions, etc., or
healthcare professionals, etc., the use of media not corresponding to economic benefits is not
restricted under the Code.
It shall be provided, however, that if the media on which information is contained

(described) have economic benefits, the information media correspond to premiums.
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3. Provision of information on an offerer's ethical pharmaceutical drugs
Information concerning an offerer's ethical pharmaceutical drugs, even if provided using
media corresponding to economic benefits, in principle is not restricted under the Code.
Provided, however, the following things cannot be provided to a medical institution, etc.,
or healthcare professionals, etc.
(1) Materials that are not intended to explain an offerer's ethical pharmaceutical drugs, but
that assume costs that should be borne by medical institutions, etc., and healthcare

professionals, etc.

(2) Costs for information media or information maintenance requested solely due to the

business needs of medical institution, etc., and healthcare professionals, etc.

(3) Information with a set medical service fee.

4. Provision of medical or pharmaceutical information not relating to an offerer's ethical
pharmaceutical drugs
Medical or pharmaceutical information not relating to an offerer's ethical pharmaceutical
drugs other than any of those referred to in 3. above shall be provided in accordance with the
following standard:
(1) Provision of medical or pharmaceutical information on the ethical pharmaceutical
drugs of other companies
Provision of information concerning other companies' ethical pharmaceutical drugs
may be provided to the extent that there is no problem in terms of the responsibilities and

ethics of an ethical pharmaceutical drugs marketer.

(2) Provision of general medical or pharmaceutical information
The provision of general medical or pharmaceutical information accompanying media
having economic benefits shall not be restricted under the Code, if such provision meets
the following requirements:
1) The provision does not merely correspond to the assumption of expenses.
In the following cases, the provision of information shall be restricted.
(1) If providing information that a medical institution, etc., and healthcare
professionals, etc., should ordinarily pay a price to purchase
(i) Ifproviding information purchased at the direction of medical institution, etc., and
healthcare professionals, etc.
2) The unit cost of information media does not exceed 5,000 yen, as a rule of thumb.

3) Otherwise, the provision does not correspond to a means of unjustifiably inducing
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5.

transactions.

Briefings by medical representatives, etc.

Oral explanations by medical representatives, etc., are not restricted under the Code.
Provided, however, the location and situation must be appropriate for the oral explanations.

The place for an explanatory presentation of company's drugs shall not be limited to within
hospitals, but it shall not be misconstrued as a place for entertainment or lavish entertainment.

There must be a reasonable purpose, and if tea cakes, lunch boxes, etc., are provided,
provision not exceeding a cost of 3,000 yen (not including consumption tax) per healthcare

professional, etc., is not restricted under the Code.
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III-3. Guidelines concerning Drug Samples

Filed with the Fair Trade Commission on January 20, 1998
(Omitted)
Latest revision: (Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on June 16, 2014)

These guidelines are based on Article 5, item 3 of the Code and Article 2 of the Enforcement
Rule of the Fair Competition Code (Offering Standards on Drug Samples).

Part 1. Classifications and Definitions of Drug Samples
1. “Drug samples” shall mean ethical pharmaceutical drugs offered to medical institutions,
etc. free of charge in accordance with the classifications listed below:
(1) Presentation samples
Samples to enable healthcare professionals to confirm the outward characteristics of
the relevant ethical pharmaceutical drugs before use, such as the dosage form, color, taste,

and flavor.

(2) Clinical testing samples
Samples to be used for clinical testing to enable physicians to confirm and evaluate the
quality, efficacy, safety, pharmaceutical characteristics, etc. of the relevant ethical

pharmaceutical drugs before use.
2. The marketers shall not offer drug samples for any purpose other than these purposes.

3. Drug samples shall not be diverted to the products. Further presentation samples and

clinical testing samples shall not be mutually diverted.

Part 2. Standards on the Offering of Drug Samples
Drug samples offered shall always be accompanied by information on the relevant ethical
pharmaceutical drugs. Drug samples may be offered after the approvals for the manufacture

and sales of the drug are acquired, and the standards on offering shall be as follows:

1. Presentation samples
(1) The package size shall be the smallest one in accordance with the purpose of the
presentation sample concerned.

1) The package sizes for the presentation samples of the following dosage forms (4
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standard dosage forms) shall be as described in the table below:

Dosage Form Presentation Samples

tablet, capsule, gealatin pearl, | less than or equal to 6
troche, etc.

powder, granulated powder, fine | less than or equal to 5gor5
granule, dry syrups, etc. packs

parenteral injection less than or equal to 2

(excluding intravenous transfusion) | ampoules or 1 vial

ointment, cream one sample in the smallest
package/container size
available

If it becomes necessary to exceed the package size for any presentation sample
described above for any special reason, such as a need to show the characteristics of
the dosage form, the package size shall be determined by the Fair Trade Council
based on the application.

2) If it becomes necessary to determine a package size for any dosage form other than
the 4 standard dosage forms, the size shall be determined by the Fair Trade Council
based on the application.

3) Applications for package size shall be made with the “Application Form Regarding

Packaging Size of Presentation Samples” (Form 1).

(2) The quantity offered shall be the necessary minimum in accordance with the purpose
of presentation samples.
1) “Necessary minimum” offering quantity shall be 1 or 2 (packages) to one healthcare
professional.
2) Presentation samples shall not be recurrently offered.
3) If presentation samples are offered through wholesalers, the offerer shall designate
the medical institutions, etc. to which the samples are to be offered and take steps to

ensure the delivery of presentation samples to the medical institutions, etc.

(3) The form of the packages for presentation samples shall be at the discretion of the

offerer.

(4) The notice of presentation samples shall be as follows:
1) To specify that they are presentation samples, a “Presentation Sample” notice shall
appear on the labels stuck on cans, vials, tubes, bags, etc. and outside cases.

2) With respect to presentation samples having no outside cases, a “Presentation Sample”
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notice shall appear on the primary container or label.
3) With respect to presentation samples having outside cases, the “Presentation Sample”

notice on the primary container or label may be omitted.

2. Clinical Testing Samples
(1) Clinical testing samples shall only be offered if a request in writing has been prepared
by a physician who is to conduct the clinical testing.

1) A “request in writing by a physician” shall be prepared in the form of the “Clinical
Testing Sample Trial Use Sheet” (Form 2) stipulated by the Fair Trade Council.

2) With respect any medical intuition that determines the advisability of the testing of
clinical testing samples after discussion with the pharmaceutical council, etc., “by a
physician” shall be read as “by a medical institution”; provided, however, that in this
case, a statement of the name of the department conducting the clinical tests and the
number of days, number of cases, and quantity of clinical tests in the department
concerned shall be attached to the form.

3) Upon offering clinical testing samples, the offerer shall necessarily obtain a receipt
from the medical institution. The form of the “receipt” shall be at the discretion of the

marketer.

(2) Clinical testing samples shall be offered to physicians for use for clinical testing in

medical institutions. Therefore, no samples shall be offered to pharmacies.

(3) A clinical testing sample shall be offered to a medical representative working for a
marketer in connection with the information given to medical institutions. Therefore, no

samples shall be offered through a wholesaler.

(4) Package size shall be the product's smallest package size or smaller.

(5) The allowable period of offer shall be as follows:

1) Ethical pharmaceutical drugs newly listed on National Health Insurance List (NHI):
Within 1 year after listing on the National Health Insurance List

2) With respect to ethical pharmaceutical drugs already listed on the National Health
Insurance List, an approval for the following additional indications, etc. is obtained:
Within 1 year after approval for such additional indications, etc.
(i) Additional indications and additional dosage/administration,  setting

reexamination period, or

(i) Additional indications approved for the first time with respect to the same
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ingredient and the same dosage form.

(6) The quantity offered shall be the necessary minimum in accordance with the purpose
of the clinical testing use concerned.

1) The quantity offered shall be calculated by the formula: “dosage per day” x “number
of days of trial use” x “number of cases of trial use.” The scope of the “necessary
minimum” dosage per day, the number of days of trial use, and the number of cases of
trial use shall be as follows:

(1) [Dosage per day] Within the scope of approved dosage and administration of
ethical pharmaceutical drugs
(i1)) [Number of days] Within 14 days in the case of ethical pharmaceutical drugs
whose efficacy may be confirmed in a relatively-short period,
within 30 days in the case of drugs whose efficacy will require
a long period to confirm, and 3 or 4 doses in the case of drugs
used for dosage.
(ii1)) [Number of cases] A clinic has a limitation of 3 cases per facility. A hospital has

a limitation of 20 cases per facility.

(7) The package presentation shall be as follows:

1) The labels stuck on cans, bottles, tubes, bags, etc. and outside cases of clinical testing
samples shall be left white or plain, so that they may be clearly discriminated from
products.

2) If it is considered unfavorable to leave the primary containers of clinical testing
samples and the labels stuck to the containers visible to patients, it will not be required

to leave them white or plain as a special exception.

(8) Notices shall be as follows:
1) To specify that they are clinical testing samples, a “Clinical Testing Samples” notice
shall appear on the labels stuck on cans, vials, tubes, bags, etc. and outside cases.
2) With respect to clinical testing samples having no outside cases, a “Clinical Testing
Sample” notice shall appear on the primary container or label.
3) With respect to primary container or label normally seen by the patients receiving
clinical testing samples having outside cases, the “Clinical Testing Sample” notice may

be omitted.

(9) Clinical testing samples shall not be offered to medical institutions that have already

adopted the relevant ethical pharmaceutical drugs.
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(10) In the case of additional indications, clinical testing samples may be offered only for
trial use for additionally approved indications, etc.
It shall be provided, however, that, even in such case, such samples shall not be offered

to medical institutions that have already adopted the relevant products.

(11) The offerer shall take all necessary steps to avoid departing from the original purpose of
the clinical testing samples with respect to offers to medical institutions that have already
adopted ethical pharmaceutical drugs with the same ingredients and same dosage forms,

regardless of whether they are the products of another company or of the offerer.

Part 3. Internal Management

A marketer shall appoint one “chief drug samples controlling officer” with overall
responsibility for the control of the drug samples, place a “drug samples controlling officer” in
each business place, and ensure appropriate management at the stages of planning, storage,

distribution, and offering of drug samples.
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(Form 1) (A4 size)

Date:
To:The Fair Trade Council of
the Ethical Pharmaceutical Drugs Marketing Industry

(Name of Company) Seal

Application Form Regarding Packaging Size of Presentation Samples
We hereby submit this application as follows with respect to the matter described
above in accordance with Operational Guidelines III-3 Part 2-1-(1).
1. Name of Company
2. Name of Product by Business
Dosage Form
Content and Size
Smallest Package Size
3. Package size of presentation samples
4. Reason for Application

5. Title, Name, and Telephone and Facsimile Nos. of the Chief Drug Sample Controlling Officer

(Attached Materials)
*Attach attachments, etc. (providing understanding of indications and effects, directions and dosage,
and product packaging), and photos or diagrams, etc., that enable confirmation of dosage form.

*If unable to complete on the form above, use and attach a separate sheet of paper.
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III-4. Guidelines concerning Entrustment of Research and Studies

Filed with the Fair Trade Commission on January 20, 1998
(Omitted)
Latest revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on August 31, 2020

Reasonable remuneration and expenses for medical and pharmaceutical surveys and research,
such as post-marketing surveillance or testing, etc., requested by an ethical pharmaceutical
drugs marketer (hereafter referred to as a “marketer”) shall not be restricted under the Code, as
they do not correspond to premiums, even if they are paid to medical institutions, etc., and
medical professionals.

Provided, however, if the requested medical and pharmaceutical surveys and research such
as post-marketing surveillance or testing, etc., is only a pretext and, in fact, is an unjustifiable
inducement of a transaction of an offerer's pharmaceutical drugs, it is restricted under the Code.
Therefore, payment of remuneration and expenses for post-marketing surveillance or testing
etc., clinical trials, or other medical and pharmaceutical surveys and research requested of a
medical institution, etc., as provided in Art.5 item 4 of the Code shall be in accordance with

the following guidelines.

Part 1. Post-marketing Surveillance, Post-marketing Clinical Trials, etc.
Post-marketing surveillance or testing etc., as used in Art.5 item 4 of the Code means “early

29 ¢

post-marketing phase vigilance,” “post-marketing surveillance, etc.” (drug-use results surveys
[general drug-use results survey, special drug-use results survey, drug-use results comparative
survey| post-marketing database survey, and post-marketing clinical trials), and post-
marketing clinical trials), and “side-effects and infectious disease report” as referred to in the
Ministerial Ordinance on Standards for Post-marketing Safety Management for Drugs, Quasi-
drugs, Cosmetics and Medical Devices (Health, Labour and Welfare Ministerial Ordinance No.
135, September 22, 2004; “GVP Ordinance”) and the Good Post-marketing Study Practice;
Ministerial Ordinance Concerning the Standard of the Implementation of Post-marketing
Surveillance and Studies of Drugs (Health, Labour and Welfare Ministerial Ordinance No. 171,
December 20, 2004; “GPSP Ordinance”).

If surveillance or testing, etc., not in accordance with the above ministerial ordinances is

performed, it shall be in accordance with Part 3 of these guidelines.

1. Post-marketing Surveillance
(1)  Types

7967



1) TilRiE %A

LRMREB D H b, EIRLORGEIREEE D IRGE LB L7210 6 A, 2K
IZRWTC, ERLOBEIERFENZMR L, EXEL, EREREOLE. AR DL
PEDOERS BT D5 (BFN3sEEAE1455)  (DUF TESRLERERSE] L
9o ) MEATHIHIEE 2285205 1 THEE 1 A . (1) 5 (5) FTRO MIENC[RIEHEE 2
T A NS DIRERIE DR A IR IHIET 5720179 b D TH->T, GVPENT
WO TEERYAZER] LLTUTO DLWV,

2) fE A
FUEIREHFELED > B FUEIRTEEF LN ERERE ) OIE L7 tFlE T,
IR T, EFESORIWERINC X 25975 OFEER O FBURDIE N B, A 2hE
B OV AVEICBT 2 MO S UIMEREZIT OME ThHo TLRIZEBIT 2 b0 E2 05,
O —fiefl FH R A
EELEFHT2EORMEEZED D Z L ATHHE (OITHET 2 gL
BRI YT 5L DZ/m, ) 2o,
@ Rl R R A
N . e, BEREREE IR E A AT o, ERL ARSI
AT 2HEZOMERLEZFERT2EOFMGEED TT O ik (OICHET MM
AR IS T 5 b D &R, ) 219,
@ A FH ARt A
FEDEEGLEZFEHT2EOMNRE LZEERLEZER LR2NWEONERE 2 i
HZ LIS THTOTEEZ VD,

3) BERFTH T — ¥ N—AFA
HERCHEAESED O b, WERFTGERED, BERIGHRT —F X—AWRBFEE D
T D ERNE®T — 2 X=X 2\, B3RS ORWERIC X 2 559 % OFEER] O F B
WG N SE . ARMER N2V 5 MO8 IR O 72 01T 2 & 20
R
4) BIWER - ERYYE R

[ S i R R 2 SRR R 685 D 10IC R E T A EHR M OBEIWERIZ L D b D L e 5 ¥
R OEELOMERICL D D LI DRIYEDREEZ V),

7977



1) Early Post-marketing Phase surveillance
A drug marketer shall perform this within safety assurance work for six months
after beginning sales, to promote appropriate use of a drug in medical practice, by
quickly grasping the occurrence of cases, etc., as noted in Art.228-20 para.l item 1
a), ¢) (1) through (5), and g), and item 2 of the same paragraph of the Regulation for
Enforcement of the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices (Act No. 145 of 1960; hereafter
referred to as the “Pharmaceuticals and Medical Devices Act”), to carry out “drugs
risk management” as stated in the GVP Ordinance.
2) Drug-use results survey
Within post-marketing surveillance, etc., this refers to the following surveys
whereby a marketer, using information collected from medical institutions, detects
and confirms results involving illness, etc., resulting from drug side effects by type
and expression, along with information on quality, efficacy, and safety in medical
practice.
(1) General drug-use results survey
This refers to a survey that does not set conditions to do with the patients using the
drugs (not including a drug-use results comparative survey as provided in (iii)).
(i) Special drug-use results survey
This refers to a survey that sets conditions to do with the patients using the drugs,
such as children, elderly people, pregnant and breastfeeding people, people with
renal or liver dysfunction, long-term medication users, and users of other
medications (not including a drug-use results comparative survey as provided in (iii)).
(iii) Drug-use results comparative survey
This is a survey performed by comparing information about patients using a drug
with information about patients not using that drug.
3) Post-marketing database survey
Within post-marketing surveillance, etc., this refers to a survey performed by a
marketer, etc., using a medical information database provided by a medical
information database business to detect and confirm illness, etc., resulting from drug
side effects by type and expression, along with information on quality, efficacy, and
safety.
4) Side-effects and infectious disease report
This refers to a report, etc., on illness suspected to be a side effect of a drug or an
infection suspected to be caused by use of a drug, as provided in Art.68-10 of the

Pharmaceuticals and Medical Devices Act.
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(2) Compliance upon requests for case reports
When requesting a case report, matters in Art.3 item 2 (i) - (ix) of the Fair Competition

Code Enforcement Rules (hereafter referred to as “the Enforcement Rules”) must be

complied with. In particular, the meanings of (i) and (vi) are as follows.

1) “A medical institution, etc. which has not adopted nor purchased” referred to in (i)
shall include a medical institution that provisionally adopts the relevant ethical
pharmaceutical drugs.

The terms “provisionally adopts” used herein means the purchase and temporary
use of drugs by a relevant medical institution, etc. before the institution resolves to
adopt the drugs formally in accordance with the internal regulations of the
pharmaceutical council, etc.

2) “The requests for the case report” in (vi) shall basically be submitted to or be agreed
with the medical institution in writing.

3) These matters to be complied with shall apply to any request to a medical institution

implementing outside-hospital dispensary.

(3) Remunerations for Case Reports
“The remuneration for the case report” referred to in Article 3, item 2, (vii) of the
Enforcement Rule of the Fair Competition Code shall be determined by the marketer in
consideration of the survey types and level of difficulty of completion of the survey forms,
but the amount of remuneration must not exceed the limit beyond which the remuneration
corresponds to a means of unjustifiably inducing transactions. Therefore, the limit shall
be set as provided below:
1) Total amount of remuneration
“Total amount of remuneration” means “the remuneration for the case report”
referred to in Article 3, item 2, (vii) of the Enforcement Rule of the Fair Competition
Code. It includes any and all costs and expenses (excluding consumption tax and
withholding tax), such as administrative fees, screening administration fees, others
costs and expenses of any name, and remuneration for the preparation of survey
forms (costs for the preparation of survey forms).
(1) “Early post-marketing phase vigilance”
As this survey does not accompany works for the preparation of a survey form, the
remuneration shall not be paid to the medical institution.
(i1)) General drug-use results survey, drug-use results comparative survey, and side-
effects and infectious disease report
The total amount of remunerations shall be in an amount not exceeding 10,000 yen

per case, as a rule of thumb. Even if the works need a long time to complete because
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of especially difficult survey content, the remuneration shall be in an amount not

exceeding 30,000 yen per case, as a rule of thumb.

It shall be provided, however, that if long-term surveillance or a report for a
specific period is required, the remuneration shall be paid in an amount per survey
form.

There shall be no difference in the amount of remuneration (costs for the
preparation of survey forms) among medical institutions or physicians for a survey
form of the same content; provided, however that a difference in the amount of
remuneration by a medical institution or by a physician in any the following cases
shall not be deemed to be a violation of the provisions of “the remuneration for the
case report” referred to in Article 3, item 2, (vii) of the Enforcement Rule of the Fair
Competition Code.

a. When an entrusted medical institution has reasonable and clear regulations with
respect to the execution of an entrustment agreement and the method for calculating
the consideration for an agreement, and an entrustment agreement must be
executed in accordance with those regulations.

b. Even in the case of a. above, the total amount of remuneration per case or per
survey form shall not exceed 30,000 yen, as a rule of thumb.

<Handling of a special case in which a survey of all cases is required>
In a general drug-use results survey in which it is required to survey all cases, if

the following requirements are met, even if total remuneration per case or per
questionnaire exceeds 30,000 yen, it shall be handled as an exception that does not
violate the provisions.

a) When it is a drug-use results survey attached to a certificate of approval for
manufacture and sale for which “perform a survey of all cases” was a condition
of approval for manufacture and sale, and that fact is clearly written in the drug-
use results survey implementation protocol or the most recent package insert.

b) When an entrusted medical institution has reasonable and clear regulations with
respect to the execution of an entrustment agreement and the method for
calculating the consideration for an agreement, and an entrustment agreement
must be executed in accordance with those regulations.

¢) The amount of remuneration for the preparation of survey forms (costs for
preparing survey forms) does not exceed 30,000 yen, even though the survey
requires a long time to complete because of especially difficult survey content.

(iii) Special drug-use results survey
A proper amount of remuneration deemed not to be excessive from the standpoint

of social acceptability (costs for the preparation of survey forms) shall be judged in
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each survey.
(iv)  Post-marketing database survey
These surveys are performed by contracting with a medical information database
business, so there is no need to request case reports directly from medical institutions,
etc.
Therefore, there shall be no remuneration paid to medical institutions, etc., as

compensation for case reports.

2. Post-marketing Clinical Trials
(1) Definition of post-marketing clinical trial
Within post-marketing surveillance, etc., this refers to trials in accordance with usage,
dosage, indications, and effects concerning approval of a drug under Art.14 or Art.19-2
of the Pharmaceuticals and Medical Devices Act, performed by a marketer, etc., to verify
the estimates, etc., obtained from the results of a clinical trial, drug-use results survey, or
post-marketing database survey or to collect information concerning quality, efficacy, and

safety not obtainable in medical practice.

(2) Remuneration and expenses for post-marketing clinical trials
The content of each requested trial is different, so remuneration and expenses shall
accordingly be calculated individually for each one and specified in the contract.
So that remuneration for case reports in particular does not lead to unjustifiable
inducement of a transaction of an offerer's pharmaceutical drugs, it shall be an appropriate

amount that is not excessive in light of social acceptability.

Part 2. Entrustment of Research for a Clinical Trial

Entrustment of research for a clinical trial means the entrustment of a specific medical
institution or physician by a marketer with the collection of materials to be submitted in the
filing of an application for approval for the manufacture and sale of drugs or for a partial
amendment to approved matters.

Because conduct of this clinical trial has no relation to post-marketing drug transactions,
payment of research fees and provision of goods within the scope necessary for the clinical
trial are unlikely to lead to unjustifiable transactions of ethical pharmaceutical drugs, and so
are not restricted under the Code.

Provided, however, even payment of research fees and provision of goods within the scope
necessary for the clinical trial are restricted under the Code if it relates to the purchase of ethical
pharmaceutical drugs.

This paragraph also includes physician-led clinical trials.
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Part 3. Other Medical and Pharmaceutical Surveys and Research, etc.
Here, “other medical and pharmaceutical surveys and research, etc.” means surveys and

research, etc., other than those related to clinical trials and post-marketing surveillance or

testing, etc.

1. Commissioning of surveys and research, etc.

When commissioning surveys and research, etc., the following conditions must be met so
that it does not lead to provision of unjustifiable benefits or unjustifiable inducement of a
transaction.

(1) The findings and rights of use and utilization of the surveys and research, etc., shall be

received by the commissioning party.

(2) Remuneration and expenses shall not be excessive from the standpoint of social

acceptability in light of the details of the surveys and research, etc.

(3) When commissioning surveys and research, etc., a written entrustment agreement shall
be signed.

In the entrustment agreement, the content and scope of the surveys and research, etc.,

being commissioned shall be clear, and a detailed breakdown of remuneration and

expenses, etc., shall be written.

(4) Surveys and research commissions involving an individual medical professional
working at a medical institution shall receive permission from the medical institution for

the medical professional to undertake the research, etc.

2. Special clinical research
If money and goods, etc., are provided for special clinical research, whether through a
commission agreement or a different agreement, in addition to 1. (1) through (4) above, the
following conditions must be met.
(1) Expenses for ethical pharmaceutical drugs and examinations, etc., with insurance

reimbursement shall not be provided.
(2) In the collection of case reports, provision of money and goods, etc., and selection of

facilities that become an unjustifiable inducement of a transaction of an offerer's

pharmaceutical drugs shall not be performed.
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3. Free provision of ethical pharmaceutical drugs for clinical research
(1) Of research performed by a medical institution, etc., if it is necessary to provide an
offerer's pharmaceutical drugs in order to perform research approved under a national
government system (for example, research through Grants-in-Aid for Scientific Research
or research through Advanced Medical Care B), free provision of an offerer's

pharmaceutical drugs is not restricted under the Code.

(2) In special clinical research, if it is necessary to provide an offerer's pharmaceutical
drugs in order to perform the research, free provision of an offerer's pharmaceutical drugs

is not restricted under the Code.

(3) [If providing an offerer's pharmaceutical drugs for free to clinical research other than

the above, consult in advance.

(4) When making free provision of an offerer's pharmaceutical drugs under (1) through (3)
it shall be managed strictly so that the medical institution, etc., being so provided does

not use them in its ordinary medical practice.

Part 4. Meetings Relating to Surveys and Research
If a marketer holds a meeting to examine planning and confirm progress, etc., of surveys and

research, it shall be in accordance with the following guidelines.

1. Points of concern when holding meetings
Attention shall be paid to the following matters so that the meeting is not held as a pretext
to provide money and/or goods to the participating medical professionals or to hold a social
gathering for them.
(1) A plan shall be prepared and a list of the names of participants shall be preserved.

(2) Meetings such as study groups, etc., shall be held in appropriate locations.

(3) Social gatherings incidental to meetings shall be limited within the scope of common

sense, in light of the purpose of the meeting.
(4) If a meeting is scheduled to accompany surveys and research, when signing an

agreement, the scope of the work subject to agreement shall be clarified (for example,

whether holding the meeting was included in the agreement).
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(5) Meetings shall not be diverted to other purposes.

(6) If a meeting is held at or near the venue of an academic conference to take advantage
of the opportunity of the academic conference, it shall not be a meeting arranged as a

pretext to cover the expenses of participants of the academic conference.

2. Expenses related to holding meetings

Provision of meeting facility fees, travel expenses, tea cakes, box lunches, etc., and social
gatherings incidental to meetings shall be permissible for meetings that meet the conditions
of 1. (1) through (6) above.

3. Remuneration and expenses related to participants in a meeting
(1) Ifmedical institutions and medical professionals are commissioned to perform research,
it is permissible to pay reasonable remuneration and expenses to the assisting medical
professionals if it is related to a meeting held to examine a research plan before the

signing of an entrustment agreement.

(2) After signing an entrustment agreement, if a meeting is held to conduct the research,
and remuneration and expenses concerning the meeting are included in compensation in
the agreement, the marketer cannot pay remuneration and expenses to participants in the

meeting.

Part 5. Other Requested Work
1. Lectures and writing

Accompanying other medical and pharmaceutical surveys and research, if a marketer
requests a medical professional to lecture or write, it is permissible to pay an appropriate
lecture or manuscript fee. Provided, however, attention shall be paid to the following matters.
(1) The request for lecture or writing shall not be a pretext.

(2) The request shall not be a means of inducing transactions.

(3) The lecture or manuscript fee shall be appropriate from the standpoint of social

acceptability.

(4) The request shall be made in writing.

(5) A record of the holding of the lecture shall be kept.
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2. Sending overseas
If sending medical professionals to a meeting being held overseas regarding surveys and
research on an offerer's pharmaceutical drugs and product development, the following
conditions must be met.
(1) There shall be rational and clear reasons for sending the healthcare professionals

overseas.

(2) In sending the healthcare professionals overseas, the place, venue, and program shall

be suitable for the purpose of the meeting and the travel schedule shall be appropriate.

(3) The number of persons sent overseas shall be suitable and appropriate in view of the

purpose and roles of the persons sent.

(4) The amount of remuneration and expenses shall be appropriate from the standpoint of

social acceptability.

(5) In sending the healthcare professionals, the sender is not accommodating the

professionals by arranging for their attendance at an academic conference or the like.

(6) When commissioning, a written entrustment agreement shall be signed.

(7)  According to the content of the commission, the following conditions shall be fulfilled.
1) Persons with roles in meetings held overseas
If commissioning the role of chair, research presenter, lecturer, discussant, or
information sharer, etc., the sender shall receive a report after the return of the
persons sent, or shall prepare and store minutes of the meeting.
2) General participants at a meeting held overseas
When the sender commissions the persons sent with the role of attending or
auditing, etc., a meeting in any case other than 1) above, the sender shall receive and
store a report on the meeting after the persons sent returns and the entrustment
agreement shall specify that the persons sent shall play the following roles after
returning.
(1) Acting as chair, research presenter, or lecturer at a lecture meeting, etc., sponsored
by the offerer
(i) Presenting a lecture, etc. to the research and development department and
academic department of the offerer (including guidance or advice from an expert

standpoint)
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3.

(iii) Writing of a manuscript of the offerer's academic materials

(iv) Other roles equivalent to those from (i) to (iii) above

Questionnaire
(1) A questionnaire is a survey with questions to medical institutions, etc., and healthcare
professionals, etc., conducted as part of marketing research by the marketer for the
purpose of use as a reference in marketing planning.
A questionnaire designed and planned by the marketer and conducted directly by a
medical representative or through wholesalers shall be in accordance with the following

provisions.

(2) The marketer may design and conduct the questionnaire at the head office, a branch,
business office, or subbranch, etc., after clarifying the person in charge of the
questionnaire.

1) Person in charge of the questionnaire
The person in charge of the questionnaire shall bear the overall responsibilities for
implementation of the questionnaire.
2) Implementation of the questionnaire
The title on the questionnaire form shall include the word “Questionnaire,” and the
name of the marketer, name of the organization, and the name of the person in charge
of the questionnaire shall be shown.
3) The reward for the questionnaire shall be goods not exceeding 1,000 yen per person

collecting the questionnaire, as a rule of thumb.
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III-5. Guidelines concerning Lecture Meetings, etc. of an Offerer's
Pharmaceutical Drugs

Filed with the Fair Trade Commission on January 20, 1998
(Omitted)
Latest revision: (Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on February 21, 2020)

“Premiums, etc., offers at a lecture meeting, etc. on offerer's pharmaceutical drugs” as
provided in Art.5 item 5 of the Fair Competition Code (hereafter referred to as “the Code”) and

Art.4 of the Code's Enforcement Rules shall be in accordance with the following guidelines.

1. Lecture Meeting, etc. of Offerer's Pharmaceutical Drugs
(1) Lecture meetings, etc., of an offerer's pharmaceutical drugs as provided in Art.5 item 5
of the Code means lecture meetings, etc., as provided in Art.4 item 1 of the Enforcement
Rules, i.e., meetings, briefings, study groups, etc., by any name, in which an ethical
pharmaceutical drugs marketer (hereafter referred to as a “marketer”) explains the
offerer's pharmaceutical drugs to multiple medical professionals, etc., of medical
institutions, etc.

The lecture meeting, etc. provided in these guidelines shall mean a meeting with the
participation of not only persons playing the roles of speakers, lecturers, etc., but also a
considerable number of healthcare professionals belonging to a number of medical
institutions, etc.

The method of explanation shall basically be oral explanation by speakers or lecturers,

etc. at the facility where all of the participants get together.

(2) “A number of medical institutions, etc.” provided in Article 4, item 1 of the
Enforcement Rule of the Fair Competition Code shall not include medical institutions,
etc. belonging to the same medical corporation or medical institutions, etc. that purchase
ethical pharmaceutical drugs under the co-management. These are deemed to be

independent medical institutions, etc.

(3) The “meeting which aims to explain about offerer's pharmaceutical drugs” provided in
Article 4, item 1 of the Enforcement Rules of the Fair Competition Code shall mean the
following:

1) In addition to a meeting held on the topic of the efficacy, safety, and quality of the

offerer's pharmaceutical drugs, a meeting held on topics such as a product's
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pharmacotherapy, or matters related to diagnosis, treatment, prevention, etc., necessary

for the proper use of the offerer's pharmaceutical drugs.

2) A meeting held to explain matters related to the offerer's pharmaceutical drugs and
themes not related to the offerer's pharmaceutical drugs.

3) The following scenarios do not correspond to a “meeting” for the purpose of
explaining an offerer's pharmaceutical drugs under Art.4 item 1 of the Enforcement
Rules.

(1) Product briefings given by medical representatives, etc., to medical professionals,
etc., of individual medical institutions, etc., as an ordinary activity to provide drug
information.

(i1)) A meeting conducted by the marketer for the purpose of research on product
development, etc. or a meeting held in relation to the entrustment of research for the
post-marketing of ethical pharmaceutical drugs.

(iii) A medical or pharmaceutical research or lecture meeting unrelated to the offerer's

pharmaceutical drugs or a meeting on the theme of medical business management.

2. Goods or services neither lavish nor excessive offered during lecture meetings, etc. and
burden of cost of attendance
(1) “Goods or services not lavish nor excessive” provided in Article 5, item 5 of the Code
mean the premiums provided for in Article 5, item 1 of the Enforcement Rules of the Fair
Competition Code, i.e., premiums in small amounts within limits deemed to be reasonable
in light of normal business practices, and the reception provided in Article 4, item 4 of
the Enforcement Rules of the Fair Competition Code.
It shall be provided, however, that the amount of any such gift provided to participants
shall be within 5,000 yen per participant as a rule of thumb.

(2) “The place, facility and other means of holding such meeting” provided in Article 4,
item 2 of the Enforcement Rules of the Fair Competition Code mean an appropriate place
and appropriate methods for holding such meeting in light of the purposes of the meeting.

Especially, the place, facility and other means of holding such meeting shall not depart
from the purpose of a lecture meeting, etc. held to explain the offerer's pharmaceutical
drugs. A meeting place in a sightseeing area or facility, or a meeting schedule mainly

consisting of sightseeing, for example, would not be suitable.
(3) “Payment of costs necessary to attend the meeting (traffic expenses and hotel charges)”

provided in Article 4, item 3 of the Enforcement Rules of the Fair Competition Code shall

mean payment of the amount equivalent to the actual travel expenses to the healthcare
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professionals, etc. invited by the marketer to participate in the meeting, and the payment
shall be made within the limits set forth below:
1) Domestic meetings
The marketer may pay an amount equivalent to actual travel expenses to the
healthcare professionals, etc. invited by the marketer to participate in a domestic
meeting.
2) Overseas meetings
With respect to overseas meetings, travel expenses may be paid only to the meeting
chairman, to healthcare professionals, etc. who present explanations or provide
information to all of the participants (audiences), and to healthcare professionals, etc.

who present research or give lectures.

(4) “Speakers, etc. requested to make a lecture, etc.” provided in Article 4, item 3 of the
Enforcement Rules of the Fair Competition Code shall mean a chairman, persons who
present explanations or provide information to all of the participants (audiences), and
persons who present research or lectures.

A person who merely attends a meeting and asks questions or a person who attends a
meeting as a co-researcher shall be deemed as a general participant with no role at the
meeting, and no remuneration may be paid to such person.

Further, the purpose of a meeting such as a lecture meeting, etc. provided in these
guidelines is to explain the offerer's pharmaceutical drugs to participants. Therefore, the
speaker, performer, etc. shall basically give oral explanations at meeting facilities where
all of the participants get together.

It shall be provided, however, that a demonstrator at a poster session shall only
correspond to a “person who give explanation or provide information to all of the
participants (audiences)” or a “person who present research or give a lecture” if the
demonstrator meets all of the following requirements:

<Requirements>

1) When an explanation by way of a poster session is planned, there is a rational reason
for such planned poster session.

2) The poster session is planned as a part of the whole lecture meeting, etc. and the
programs for the whole lecture meeting, etc. describe the names of the presenters of the
poster session.

3) The contents of presentation are prepared as an abstract in advance.

4) Sufficient time is allotted to allow all of the participants of the lecture meeting, etc.
to participate in the poster session. Further, in addition to the poster displays themselves,

a question and answer period for the presenter and participants at the poster session
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facility is allowed.

5) Ifaposter session is held at an overseas lecture meeting, etc., the presenters shall be
appropriately selected out from participating countries.

6) The offerer shall submit a request in writing by providing a healthcare professional
with a written description of the contents of the role of the poster session, receive
consent from the healthcare professional, and also gain approval from the medical

institution for which the healthcare professional works.

(5) “Reception neither lavish nor excessive held in connection with the meeting” referred
to in Article 4, item 4 of the Enforcement Rules of the Fair Competition Code means an
offer of refreshments, box lunches, or any other similar food and drink at a meeting such
as a lecture meeting, etc. or a small social gathering.

If the contents or degree of the reception are excessive or the reception departs from
the purpose of smooth implementation of the meeting, the reception may be deemed to

have become lavish or excessive and may not be held.

(6) Even in the case of a meeting such as a lecture meeting, etc. held by the marketer at a
satellite symposium (a lecture or research meeting, etc. held for the attendees of any
academic meeting either before, during, or after the academic meeting at or near the venue
for the academic meeting), payments of cost necessary to attend the meeting to the
participants shall be in accordance with the following standard:

1) The cost necessary to attend the meeting (traffic expenses and hotel charges) in
connection with the satellite symposium may be paid to a chairman, healthcare
professionals, etc. who explain or provide information to all of the participants
(audiences), and healthcare professionals, etc. who present research or give lectures.

2) As for healthcare professionals, etc. requested to participate in the satellite
symposium other than those described in 1) above, only the travel expenses among
facilities or hotel charges for any period outside the period of the academic meeting
that are deemed as necessary minimum to attend a satellite symposium may be paid to
them.

3) When the satellite symposium is held overseas, payment of cost necessary to attend
the symposium shall be made in accordance with the rules of the country where the

symposium is held.
3. Lecture meeting, etc. of the offerer's pharmaceutical drugs jointly held by medical

institutions, etc. or medical entities

(1) It is permissible for a marketer to hold a meeting corresponding to the Standard 1-(1)
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jointly with any medical institution, etc. or any medical entity (the “Co-sponsorship™),
and the costs and expenses necessary for holding such a meeting are disbursed within the
limit prescribed by the sponsors.

It shall be provided, however, that payments of pretest expenses in the name of Co-
sponsorship of a meeting or excessive payment exceeding the original amount of burden

shall correspond to an offer of money to the medical institution, etc. or the entity.

(2) When holding a co-sponsored meeting, the marketer shall comply with the following
matters to ensure that such meeting is not misunderstood as an opportunity to
unjustifiably offer money to a medical institution, etc. or entity.

1) The other sponsor of the Co-sponsorship is not an individual healthcare professional,
etc. or a research organization, etc. not recognized to be a medical entity in nature.

2) The marketer and the other sponsor of the Co-sponsorship consult on the planning of
the meeting in advance and jointly form the plan for the meeting.

3) The co-sponsors clearly make arrangements on the burden of share of the theme,
roles, expenses, etc. for the meeting.

4) Invitations and programs, etc., shall describe the purpose and topic of the meeting
and list the names of the co-sponsors.

5) The marketer shall prepare a plan for the meeting and store a list of participants after

the end of the meeting without fail.

(3) When the marketer requests the personnel belonging to the other co-sponsor to play in
role such as speaker, the payment of remuneration to such personnel shall be handled as
follows:

1) If the other co-sponsor is a medical institution, etc., remuneration may not be paid.

2) If the other co-sponsor is a medical entity, remuneration may be paid.
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IV-1. Guidelines concerning Small and Fair Premiums

Filed with the Fair Trade Commission on January 1998

Revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on December 11, 2015
Latest revision: Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on March 25, 2021

The wording “Small premiums not exceeding the amounts in light of the normal business
practices” in Article 5, (1) of the Enforcement Rules of the Fair Competition Code shall mean

goods or services that meet all of the following requirements.

1. Goods or services considered to be minor from a socially acceptable sense
In judging such goods or services, the unit cost shall be up to about 3,000 Yen at market

value as a rule of thumb.

2. No Cashability
Prepaid cards for the purpose of providing goods or services, such as gift certificates and

book coupons, shall be treated as cashable.

3. There is no problem in terms of the ethics of an ethical pharmaceutical drugs marketer.

Goods or services shall not be continuously offered as a means of sales promotion.

4. The offering of the relevant good or service is not restricted under applicable laws and

regulations.

5. Not Corresponding to a Means of Unjustifiably Inducing Transactions
If any goods or services are frequently offered in large numbers or amounts to medical
institutions, etc. and healthcare professionals, they are treated as a means of unjustifiably

inducing transactions.
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IV-2. Guidelines concerning Social Gatherings

Filed with the Fair Trade Commission on January 20, 1998
Revised on March 19, 2001, filed with the Fair Trade Commission
Latest revision: (Filed with Fair Trade Commission

and Commissioner of Consumer Affairs Agency on March 25, 2021)

The “social gatherings” in Article 5, item (2) of the Enforcement Rules of the Fair
Competition Code shall mean gatherings held by marketers and premiums offered at these

social gatherings as “gifts or receptions” shall be subject to the following guideline.

Marketers are not restricted from offering premiums at customary social gatherings (for
example, a year-end party, new year's party, new year's celebration, etc.) to which Healthcare
Professionals are invited, if such premiums are “within the limit of not lavish nor excessive
from a socially acceptable sense.” In this case, premiums shall mean gifts, social gatherings,
etc. offered by the marketer.

Payment of participation fees to attend social gatherings held by medical institutions, etc., is
not restricted under the Code.

Provided, however, payment of a participation fee exceeding the actual cost equivalent or
payment of a participation fee (including an actual cost equivalent fee) for a meeting that the

payer does not intend to attend is not allowed.
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IV-3. Guidelines concerning Memorial Events

Filed with the Fair Trade Commission on January 20, 1998
Revised on March 19, 2001, filed with the Fair Trade Commission

Premiums offered as “gifts or receptions” at the “memorial events of marketers or medical
institution, etc.” provided in Article 5 (3) of the Enforcement Rules of the Fair Competition
Code shall be subject to the following guidelines.

1. Memorial Event of an Marketer

A marketer's Memorial Event shall mean an event held by an marketer of a type customarily
held in society in general to mark or commemorate an event. For example, an 0o anniversary
of the foundation, an opening ceremony for a branch or office, or an event incidental to a

change in president, etc. can be considered a Memorial Event.

(1) Gifts at a Memorial Event of a Marketer

If any marketer offers any commemorative gift at its Memorial Event and such gift is
“not lavish nor excessive in light of social common sense,” the offer shall not be restricted.
It shall be provided, however, that if a commemorative gift is offered at a Memorial
Event directly related to a pharmaceutical drug, such as oo anniversary event to
commemorate the launch of a drug of the marketer, the gift shall have a monetary value

not exceeding 5,000 yen, as a guide.

(2) Reception at a Memorial Event of a marketer
A reception (such as a social gathering) held in connection with a Memorial Event of
a marketer shall not be restricted, if it is “not lavish nor excessive in light of social

common sense.”

2. Memorial Event of a Medical Institution, etc.
A Memorial Event of a Medical Institution, etc. shall mean an event held by a Medical
Institution, etc., of a type customarily held in society in general, as described below. Money
and goods offered to the Medical Institution, etc. at such event shall not be restricted if they

are “not lavish nor excessive in light of social common sense.”

<Memorial Events of any facility as a whole run by Medical Institutions, etc.>
Memorial Events of any facility run by Medical Institutions, etc. shall mean events held by
a facility as a whole, such as a completion ceremony, an 00 anniversary to commemorate the

opening of a facility, or a commendation for an achievement of a facility (contribution to
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community health, etc.) that is widely recognized by other industries or by society in general.
It shall be provided, however, that in offering money or goods, the following points must be
observed:
To avoid social criticism and misunderstanding, documents by which the details of the event

can be confirmed are to be collected from the Medical Institutions, etc.
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This English translation of the Act against Unjustifiable Premiums and Misleading
Representations up to the revisions of Act No. 118 of 2014 has been prepared in accordance
with the Japanese Law Translation Database System (February 2017 edition).

This is an unofficial translation. Only the original Japanese texts of laws and regulations
have legal effect, and the translations are to be used solely as reference material to aid in the
understanding of Japanese laws and regulations.

The Government of Japan shall not be responsible for the accuracy, reliability or currency
of the legislative material provided in this Website, or for any consequence resulting from
use of the information in this Website. For all purposes of interpreting and applying law to
any legal issue or dispute, users should consult the original Japanese texts published in the
Official Gazette.

Act against Unjustifiable Premiums and Misleading
Representations (Act No. 134 of May 15, 1962)

(Excerpts)

Article 1 (Purpose)

The purpose of this Act is to protect the interests of general consumers by providing for
limitations and the prohibition of acts that are likely to interfere with general consumers'
voluntary and rational choice-making in order to prevent the inducement of customers by
means of unjustifiable premiums and misleading representations in connection with the

transaction of goods and services.

Article 2 (Definitions)

(3) The term “Premiums” as used in this Act means any article, money, or other source of
economic gain given as a means of inducing customers, irrespective of whether a direct
or indirect system is employed, or whether or not a lottery system is used, by an
Entrepreneur to another party, in connection with a transaction involving goods or
services which the Entrepreneur supplies (including transactions relating to real estate;
the same applies hereinafter), and which are designated by the Prime Minister as such.

(4) The term “Representations” as used in this Act means advertisement or any other
Representations which an Entrepreneur makes as a means of inducing customers, with
respect to the substance of the goods or services which the Entrepreneur supplies, or the
trade terms or any other particular concerning the transaction, and which are designated

by the Prime Minister as such.
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Article 4 (Limitation and the Prohibition of Premiums)

When the Prime Minister finds it necessary in order to prevent unjust inducement 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.

Article 31 (Agreements or Rules)

(1) An Entrepreneur or a Trade Association may, upon obtaining authorization from the
Prime Minister and the Fair Trade Commission pursuant to the provisions of Cabinet
Office Order, with respect to the matters relevant to Premiums or Representations,
conclude or establish an agreement or rules, aiming at the prevention of unjust
inducement of customers and securing general consumers' voluntary and rational choice-
making and fair competition between Entrepreneurs. The same applies in the event
alterations thereof are attempted to be made.

(2) Unless the Prime Minister and the Fair Trade Commission find that an agreement or a
rule under the preceding paragraph meets the criteria set out in all of the following items,
the Prime Minister and the Fair Trade Commission must not grant authorization under
the same paragraph:

(i) That it is appropriate to prevent unjust inducement of customers and to secure
general consumers' voluntary and rational choice-making and fair competition
between Entrepreneurs;

(i) That it is not likely to impede unreasonably on the interests of general consumers
or the related Entrepreneur;

(ii1)) That it is not unjustly discriminatory; and

(iv) that it does not unreasonably restrict the participation in or withdrawal from the
agreement or rule.

(3) Ifthe Prime Minister and the Fair Trade Commission find that the agreement or rule as
authorized under paragraph (1) no longer meets any of the items of the preceding
paragraph, they must revoke the authorization.

(4) If the Prime Minister and the Fair Trade Commission have made a disposition under
the provisions of paragraph (1) or the preceding paragraph, they must make public notice

thereof pursuant to the Cabinet Office Order provisions.
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(5) The provisions of Article 7, paragraphs (1) and (2) of the Act on Prohibition of Private
Monopolization and Maintenance of Fair Trade (Act No. 54 of 1947) (including the cases
where applied mutatis mutandis pursuant to Article 8-2, paragraph (2) and Article 20,
paragraph (2) of the same Act), Article 8-2, paragraphs (1) and (3), Article 20, paragraph
(1), Article 70-4, paragraph (1) and Article 74 of the Act do not apply to the agreement
or rule that has been authorized under paragraph (1), or to the acts of Entrepreneurs or a

Trade Association as have been done in accordance therewith.
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