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This book covers three major topics – (i) the Pharmaceutical
Affairs Law, (ii) the Act on the Prohibition of Provision/Receipt
of Benefits and Improper Solicitation and (iii) the Code of
Practice by the International Federation of Pharmaceutical
Manufacturers & Associations. For each topic, this book
summarizes the topic’s key points and effects on the
pharmaceutical industry, main statutory provisions, FAQs
prepared by the Association, and official rulings or guidelines
provided by relevant regulatory authorities. Please note,
however, the information included in this book is based on
general interpretations collected as of the date of preparation
and therefore, should not be considered a substitute for legal
advice on a specific case. The Korea Research-based Pharma
Industry Association shall not take any legal responsibility for
the contents of this book.

Greetings

Greetings,
We would like to express our sincere gratitude to everyone who
helped the Korea Research-based Pharma Industry Association (the
“KRPIA”) publish its third edition of the Green Book.
With the growing role and expectations of the pharmaceutical
industry, the global call for ethical management is stronger than ever
before and the Korean pharmaceutical industry is exerting efforts
towards transparent and ethical management. KRPIA members
have continuously endeavored to establish standards for ethical
management and a willingness to implement ethical management is
spreading rapidly throughout the local pharmaceutical industry.
Following publication of the first edition in 2009 and the second
in 2013, we are excited to introduce the third edition of the KRPIA
Green Book in January 2019. After the second publication, there
have been many changes in the laws and regulations regulating
the pharmaceutical industry, such as the enactment of the Act
on the Prohibition of Provision/Receipt of Benefits and Improper
Solicitation (the “Anti-Graft Act”), the fourth amendment to the Fair
Competition Code, the introduction of the obligation to prepare
expenditure reports and the amendment to the International
Federation of Pharmaceutical Manufacturers & Associations (the
“IFPMA”) regulations on promotional aids. In such an atmosphere,
this new edition has been prepared through continuous discussions
between Members on appropriate industry standards and with
hopes to provide clearer guidelines for the industry.
In this edition, KRPIA Members focused on reducing the confusion
which may arise due to the abundance of applicable laws and
regulations and providing clearer and more advisable standards of
ethical management. In addition, this edition also includes many
IFPMA regulations with the aim of facilitating their adoption by the
Korean industry.
Again, we sincerely congratulate the publication of the third KRPIA
Green Book and we are deeply grateful for the efforts of EBP
committee members and all other responsible persons who worked
hard to review the book. We truly hope ethical management will
help further the trust given to our industry.

The KRPIA : Bringing Hope and Happiness by Developing New Medicines
The KRPIA represents pharmaceutical companies which develop innovative medicines to create healthier and
happier lives for patients. The KRPIA is endeavoring to create an environment in which foreign and domestic
research-oriented pharmaceutical companies positively invest in the research and development of medicines and
contribute in enhancing health for humanity. The KRPIA was established in March 1999 as a government-approved
incorporated association and, as of 2019, has a total of 44 research-oriented pharmaceutical companies as its
members.

Objective
Provide the best treatment rapidly and properly patients in Korea based
on the highest drug R&D capabilities and information

Vision
Contribute to the healthcare and medical industries in Korea, in which the value of innovative
new drugs is recognized as a responsible partner in placing top priority on patients

Activity Target
01 KRPIA will support the development of innovative drugs and their rapid supply
02 KRPIA will establish ethical business practice in the pharmaceutical industry
03 KRPIA will raise contribution of the pharmaceutical industry to the national health improvement
04 KRPIA will provide the most up-to-date information on drugs

Thank you.

The Chair of the KRPIA Avi Benshoshan
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Regulatory Landscape
of the Pharmaceutical Industry

Characteristics of
the Pharmaceutical
Industry – Regulation
of Illegal Rebates

KRPIA 2019

Pharmaceutical products are subject to strict regulations at
every stage of their product lives, i.e., from R&D to distribution,
and the pharmaceutical industry is a highly regulated industry
because of its direct relationship with patients’ lives and close
connection with the public insurance system. Among many,
illegal rebates are of particular interest due to the unique
characteristics of pharmaceutical products summarized
below and new and stricter regulations on illegal rebates have
been introduced every year after the introduction of the dual
punishment system on November 28, 2010.

Regulatory Landscape of the
Pharmaceutical Industry
First
Healthcare professional(s) (“HCP(s)”), rather than end user
patients, select pharmaceutical products. Laws grant HCPs the
exclusive right to prescribe pharmaceutical products on the basis
of their medical and pharmaceutical expertise, and patients, with
relatively limited medical knowledge, are normally obliged to follow
HCPs’ choices.

Second
The National Health Insurance System (“NHIS”) pays for a large
portion (normally 70%) of pharmaceutical products’ prices.
Subscription to the National Health Insurance is mandatory and in
return for regular insurance premiums paid out of most citizens’
monthly incomes, all Korean citizens pay minimal out-of-pocket
expenses for their purchases of pharmaceutical products which,
in turn, decreases patients’ price-sensitivities.

Third
The government, in effect, determines the prices of most
pharmaceutical products through public notification of
maximum reimbursable prices. Meanwhile, theoretically, generic
products provide the same efficacy and effectiveness as original
pharmaceutical products. Accordingly, unlike in an ordinary
market where price and quality are important factors in purchasing
decisions, it may be practically impossible to compete in terms of
price or quality in the pharmaceutical market.
In sum, due to asymmetric information and NHIS support, patients
often defer product selection to HCPs and rarely pay attention to
prices. Such circumstances, in addition to the difficulty of price
or quality competition, create an incentive for pharmaceutical
companies to offer economic benefits to HCPs in exchange for
prescription of their pharmaceutical products. However, because
pharmaceutical products can affect the health and lives of patients,
the government has maintained the view that it is highly necessary
to regulate illegal rebates.
8
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Regulatory Landscape
of the Pharmaceutical Industry

1. Regulatory Landscape of the Pharmaceutical Industry

Introduction of the Dual Punishment
System and Self-Regulation Efforts
within the Pharmaceutical Industry

To address these issues, certain criminal provisions were introduced in
the amendments to the Medical Services Act (“MSA”), the Pharmaceutical
Affairs Law (“PAL”) and the Medical Devices Act (“MDA”) in November 2010.
These provisions are collectively referred to as the “dual punishment system”
because they provide grounds to punish both the givers and receivers of
illegal rebates. The dual punishment system is designed as a “positive system”
which generally prohibits “provision and/or receipt of economic benefits for
purposes of sales promotion” but carves out certain exceptions.
Afterwards, an amendment in December 2015 clarified that “maintaining
business relations” also falls under purposes of sales promotion and
expanded the scope of illegal rebate recipients to include “healthcare
institutions.” Also, an amendment in December 2016 increased applicable
punishments from the prior “maximum imprisonment of two years or criminal
fines of up to KRW 30 million” to “maximum imprisonment of three years or
criminal fines of up to KRW 30 million.”
In April 2011, almost half a year after the introduction of the dual punishment
system, regulatory authorities, including the Ministry of Health and Welfare
(“MOHW”), the Prosecutors’ Office and the Korea Fair Trade Commission
(“KFTC”), formed a joint task force within the Seoul Central District
Prosecutors’ Office to conduct investigations on pharmaceutical rebates.
Although the temporary task force was originally mandated to operate for
two years, the operation term was extended twice in recognition of the
task force’s achievements in various rebate investigations. In February
2015, the Seoul Western District Prosecutors’ Office was designated to take
exclusive charge of cases involving food or pharmaceutical products, and
its subordinate department, the Department for Investigation of Food and
Pharmaceutical Products, has overseen and led rebate investigations to date.

The PAL and the
Fair Competition
Code

The PAL and the Fair Competition Code

Until 2010, illegal rebates were mainly regulated by the Criminal Code and the
Monopoly Regulation and Fair Trade Law (“FTL”). However, certain loopholes
existed since neither was intended to regulate rebates – in particular,
criminal breach of trust as defined under the Criminal Code does not provide
punishment for founders of healthcare institutions, and unfair customer
solicitation as defined under the FTL does not does not provide grounds to
punish recipients of rebates.
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Along with the government’s efforts to regulate pharmaceutical rebates, the
industry has also engaged in constructive discussions to voluntarily lead in
ensuring fair competition in the distribution of pharmaceutical products and
protecting and improving citizens’ health. Pursuant to Article 23(5) of the FTL
and subsequent to the MOHW’s review and KFTC’s approval, the KRPIA and
its members enacted the Fair Competition Code and are exerting efforts to
comply with its requirements and procedures.

2. The PAL and the Fair Competition Code

KRPIA 2019

1. Outline of the PAL and the Fair Competition Code
Dual Punishment System under the PAL

Accordingly, the PAL was amended on November 28, 2010 to prohibit product registration holders, importers and
wholesalers of pharmaceutical products from offering money, goods, convenience, services, entertainment or any other
economic benefits to pharmacists, doctors of oriental medicine, HCPs, founders or employees of healthcare institutions
for purposes of sales promotion such as to induce selection or prescription of pharmaceutical products or maintain prior
business relations. The amended PAL, however, carved out certain exceptions to the prohibition under the MOHW Decree,
e.g., provision of samples, support for academic conferences, support for clinical trials, product presentations, price
discounts based on payment terms and post-market surveillance.

Publication of the Fair Competition Code FAQs
While a majority of tasks performed by pharmaceutical companies are covered by the PAL and the Fair Competition
Code, some tasks do not fit squarely into the categories provided by these rules. Also, although the Fair Competition
Code provides specific details on the requirements and procedures for each type of permitted activity, there have
been many inquiries about relevant interpretations, scopes of application and applicable standards.
In order to answer members’ inquiries and promote compliance awareness between members, the KRPIA’s code
deliberation committee, through discussions with members and consultation with outside legal counsel, published
and distributed the Fair Competition Code FAQs.

Status of the Fair Competition Code

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code

The Criminal Code and the FTL provide grounds to punish HCPs who receive improper economic benefits in exchange for
their prescriptions but these laws have limitations – (i) under the Criminal Code, criminal breach of trust does not apply to
founders of healthcare institutions, and bribery does not apply to a person who is not a government official; and (ii) under
the FTL, it is difficult to punish recipients of improper economic benefits on grounds of unfair trade practices.

As such, domestic pharmaceutical companies are continuing to make efforts to comply with the Fair Competition
Code and the Working Guidelines in order to ensure legitimacy of their pharmaceutical transactions.

The FTL prohibits business entities from engaging in unfair solicitation of competitors’ customers (Article 23(1), Item
3 of the FTL), and permits voluntary establishment of codes (i.e., fair competition codes) to prevent business entities
or business entities organizations from engaging in unfair solicitation of customers (Article 23(5) of the FTL).
Within the Korean pharmaceutical industry, however, the Fair Competition Code goes above and beyond a mere
voluntary code established by a group of pharmaceutical companies. The Fair Competition Code is the result of longterm discussions between the KFTC, the MOHW as well as associations in the pharmaceutical and medical devices
industries and various medical organizations, and was enacted pursuant to the review and approval of the KFTC. Any
amendment to the current Fair Competition Code also requires preliminary review by the KFTC (Article 23 of the Fair
Competition Code), and such becomes effective only upon the KFTC’s review notification. Accordingly, in determining
whether a pharmaceutical company’s conduct is in compliance with the FTL, the KFTC places significant weight on
whether the conduct is in compliance with the requirements and procedures defined under the Fair Competition
Code.
The Working Guidelines which provides specific details to facilitate application of the Fair Competition Code also
requires the MOHW’s preliminary review and subsequent approval by the code deliberation committee within the
KRPIA to become effective, that is, the Working Guidelines are in fact guidelines enacted upon the review of the
relevant regulatory authority.
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In addition, courts and the Prosecutors’ Office are also increasingly relying on the requirements and procedures of the
Fair Competition Code in determining the legitimacy of economic benefits involved in illegal rebate criminal cases. In
other words, the Fair Competition Code can be considered the “best practice” applicable not only to certain members
but to the entire pharmaceutical industry.

2. The PAL and the Fair Competition Code

KRPIA 2019

2. Relevant Provisions

52 of MSA, or the Korean Pharmaceutical Association and Association of Korean Oriental Medicine pursuant to
Article 11 and 12 of the Pharmaceutical Affairs Law (“PAL”) (hereinafter “Health Care Associations”);
3 Universities established pursuant to Paragraph 1, Article 2 of the Higher Education Act, or industry-academic
cooperation foundations established pursuant to Paragraph 1, Article 25 under the Law Regarding Promotion of
Industrial Education and Industry-Academic Cooperation; or
4 Academic societies (including foreign academic societies), academic organizations, academic groups,
research institutes, or research groups approved by a Health Care Association or a group or association consisting
of Companies.

A. Article 47(2) of the PAL
Article 47 (Order in Distribution of Drugs, etc.)

The PAL and the Fair Competition Code

3 No pharmacist or oriental medicine pharmacist shall receive any economic benefits, etc. provided by a
drug provider for sales promotion, such as adoption of drugs, inducement of prescription and maintenance of
transaction, nor assist the relevant pharmacy, etc. to acquire such economic benefits, etc.: Provided That the
same shall not apply to the economic benefits, etc. to the extent prescribed by Ordinance of the Ministry of Health
and Welfare following consultation with the Minister of Food and Drug Safety, such as provision of samples, etc.

B. [Annex 2] of the Enforcement Rules of the PAL
Permissible Scope

Provision of
Samples

When entities that have obtained a pharmaceutical product registration, or importers or wholesalers of
pharmaceuticals (“Company/Companies”) provide samples to Medical Institutions as defined under Paragraph
1, Article 40 of the National Health Insurance Act (“Medical Institutions”), the samples must be in the smallest
amount necessary to ascertain the dosage form of the pharmaceutical product, in the smallest unit of
packaging, and placing a label on the samples which states the word “Sample” (in English or Korean). The
samples provided as such shall not be sold to patients.

Sponsorship for
Participation
in Academic
Conferences

Actual expense for transportation, meals, lodging and registration may be provided by the host of an academic
conference to the lecturer, chairperson or panelist attending an academic conference held for the purpose
of furthering medical- or pharmaceuticals-related academic research (including any product presentations
taking place during such conference) hosted by one of the following organizations:
1 Non-profit organizations established for the purpose of academic research related to medicine or
pharmaceuticals;
2 Medical associations, dental associations, oriental medicine associations established pursuant to
Paragraph 1, Article 28 of the Medical Services Act (“MSA”) andmedical institutions established pursuant to
Paragraph 1,
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Actual travel expenses, lodging, souvenirs or promotional items not exceeding KRW 50,000 in value, meals
& beverages (not to exceed KRW 100,000 per occasion, excluding taxes and service fees) may be provided to
participating doctors, dentists, practitioners of oriental medicine, pharmacists, and oriental medicine pharmacists
(“Physicians”) for product presentations that are held domestically by a Company for multiple Medical Institutions
at the same time, for the purpose of providing information regarding the Company’s pharmaceutical products.
Meals & beverages not exceeding KRW 100,000 per day (no more than four times per month) and promotional
Product
Presentations items carrying the name of the Company or its product not exceeding KRW 10,000 in value may be provided to
Physicians attending product presentations that are held by a Company held at individual Medical Institutions to
provide information about the Company’s pharmaceutical products.
* Product Presentations are limited to events held for the purpose of providing information and do not include
events held for the purpose of providing food & beverage to a meeting of HCPs pursuant to Article 3, Paragraph 3
of the Basic Act on Health and Medicine.

Discounts
Based on
Payment
Terms

The following discount terms may be provided for the purchase of pharmaceutical products:
1 If the full purchase price is paid within 3 months from the Purchase Date: up to 0.6% of the total purchase price;
2 If the full purchase price is paid within 2 months from the Purchase Date: up to 1.2% of the total purchase price; or
3 If full purchase price is paid within 1 month from the Purchase Date: up to 1.8% of the total purchase price (In a
continuing relationship where payments for the pharmaceutical products are made on a monthly basis, payment
within 1 month from the mid-date of the monthly payment period).
* “Purchase date” means the day on which the pharmaceutical products arrived at a medical institution.
* If installment payments are made, the discount rate shall be applied in proportion to the partial payments made.

PMS service fees up to KRW 50,000 per case report may be paid to physicians, dentists or practitioners of oriental
medicine who participate in PMS for pharmaceutical products, subject to re-evaluation pursuant to Articles 32
Post-Marketing and 42, Paragraph 4 of the PAL. However, up to KRW 300,000 may be paid where additional work is required, such
Surveillance
as in the case of rare diseases, or for long-term follow-up investigations. The number of case reports for which
(“PMS”)
payment may be made is the minimum number of case report required to be filed under Articles 35 and 36 of this
Enforcement Decree.

Other

Credit Card “Points” (including mileage and cash back points but excluding any points accrued at standard point
accrual rate on a credit card that is not issued for the sole or primary purpose of paying for the purchase of
pharmaceutical products) of up to 1% of the total purchase amount of pharmaceutical products may be provided
by a financial institution to promote the use of a credit or debit card (“Credit Card”) by medical institutions.
Companies and wholesalers of pharmaceutical products shall not provide additional Credit Card fee rates to
financial institutions for the purpose of providing medical institutions any additional Credit Card Points exceeding
1% of the total transaction or the option to pay in interest-free installments.
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Permitted Activity

Support for
Clinical Trials

Pharmaceutical products in the quantity necessary for a clinical trial and an adequate amount of research funds
may be provided for the performance of the clinical trial that have been approved by the Commissioner of the
KFDA pursuant to Paragraphs 1 and 7 of Article 34, or the institutional review board (“IRB”) if the clinical trial falls
under Paragraph 3 of Article 31 of the Enforcement Decree). This includes non-clinical trials (animal testing or
laboratory testing, etc.) that have been approved by the relevant committee within the Medical Institution.

The PAL and the Fair Competition Code

2 No drug provider (including the representative, directors or other workers of a corporation or workers of a noncorporation; hereafter the same shall apply in this Article) shall offer any money, articles, convenience, labor,
entertainment or other economic benefits (hereinafter referred to as "economic benefits, etc.") to pharmacists,
oriental medicine pharmacists (including persons working for the relevant pharmacy; hereafter the same shall
apply in this Article), medical personnel, medical institution founders (including the representative, directors, and
other workers of a corporation; hereafter the same shall apply in this Article) or persons working for a medical
institution for the purpose of sales promotion, such as adoption of drugs, inducement of prescription and
maintenance of transaction, nor assist pharmacists, oriental medicine pharmacists, medical personnel, medical
institution founders or persons working for a medical institution to provide economic benefits, etc. to the relevant
pharmacy or medical institution: Provided, That the same shall not apply to the economic benefits, etc. to the
extent prescribed by Ordinance of the Ministry of Health and Wealth, following consultation with the Minister of
Food and Drug Safety, such as provision of samples, support for symposiums, support for clinical trials, product
presentation, discount under the price terms, and post-marketing survey (hereinafter referred to as "provision of
samples, etc.").

2. The PAL and the Fair Competition Code

C. Expenditure Report System

Article 47-2 of the PAL: Grounds for the Expenditure Report System
Article 47-2 (Submission, etc. of Expenditure Report on Details of Providing Economic Benefits)
(1) Within three months after the conclusion of each fiscal year, as prescribed by MOHW decree, suppliers
of pharmaceutical products shall prepare an expenditure report on the economic benefits they provided to
pharmacists, traditional medicine pharmacists, HCPs and founders or employees of healthcare institutions, and
shall retain such expenditure report, and relevant books and evidentiary materials for five years.
(2) When deemed necessary, the Minister of the MOHW may request submission of the expenditure report, and
relevant books and evidentiary materials specified under Paragraph (1). In such cases, suppliers of pharmaceutical
products shall comply with such request absent justifiable cause.

Article 44-2 of the Enforcement Rules: Method of Preparing Expenditure Reports and Obligation to
Provide Details of Economic Benefits to HCPs
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KRPIA Fair Competition Code

Working Guideline

CHAPTER 1. GENERAL
Article 1 (Purpose)

Article 1 (Purpose)

The purpose of this “Code of Fair Competition in Pharmaceutical
Trade” (hereinafter referred to as this “Code”) is to ensure public
order of fair competition in distributing pharmaceuticals, and
to maintain and improve the health of the public by curbing
unfair customer solicitation activities prohibited by Item 3 of
Paragraph 1 of Article 23 of the Monopoly Regulation and Fair
Trade Law (hereinafter referred to as the “Fair Trade Law”).

1 The purpose of this Working Guideline (hereinafter referred
to as “this Guideline”) is to set forth the details necessary
for the implementation of the Code of Fair Competition in
Pharmaceutical Trade (hereinafter the “Code”).

Article 2 (General Principles)

Article 2 (General Principles)

Member companies shall observe the provisions of this Code
according to the following general principles:

Member companies’ support for the continuing medical
education of HCPs shall be provided to maximize the benefit of
patients through continued provision of up-to-date domestic/
overseas information on medicines/pharmaceuticals to the
HCPs.

1 Marketing activities of pharmaceuticals shall be conducted
to the extent that it does not violate relevant laws such as the
Fair Trade Law and within the boundaries of acceptable normal
commercial practice;
2 Member companies shall make efforts to deliver scientific
and educational information of a product to healthcare
professionals and try to maximize benefits to patients,
provided that such efforts by member companies shall not
interfere with the independent prescription rights of healthcare
professionals;
3 Member companies’ activities under Paragraph 2 shall
be conducted in appropriate venues in accordance with the
purpose of such activities; and
4 Financial management including accounting records shall
be recorded and managed precisely and transparently based
on facts according to the relevant laws and generally accepted
accounting principles.
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Article 44-2 (Expenditure Report on Details of Provision of Economic Benefits)
(1) Expenditure reports detailing provision of economic benefits which must be prepared and retained by suppliers of
pharmaceutical products pursuant to Article 47-2(1) of the PAL shall be prepared in the form provided in Annex 23-3.
(2) Upon request, suppliers of pharmaceutical products shall present pharmacists, traditional medicine
pharmacists, HCPs, and/or founders or employees of healthcare institutions with details of economic benefits
provided to them.

D. The Fair Competition Code and the Working Guidelines

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code

The PAL was amended on December 2, 2016 to introduce the expenditure report system. To ensure transparency
in the pharmaceutical market, this system requires pharmaceutical companies which offer permissible types of
economic benefits specified in Annex 2 to the Enforcement Rules of the PAL (“Enforcement Rules”) to prepare (i)
expenditure reports on the permitted expenditures, and prepare and retain relevant (ii) books and (iii) evidentiary
materials for five years, and submit such documents upon the request of the MOHW.

KRPIA 2019

2. The PAL and the Fair Competition Code
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Article 3 (Definitions)

Article 3 (Definitions)

The definitions of terms used in this Code are as follows:

1 The terms used in this Guideline not defined otherwise shall
have the same meaning as defined in the Code.

1 “Pharmaceuticals” shall refer to prescription drugs
and reimbursable over-the- counter drugs among those
pharmaceuticals as designated under Item 4 of Article 2
(Definition of Pharmaceuticals) of the Pharmaceutical Affairs
Law (“PAL”);
2

“Member Company(ies)” shall refer to entities that carry

on the business of manufacturing or importing, and selling
pharmaceuticals after having obtained a manufacture business
license and/or filing an import business notification pursuant
to Article 31 or 42 of the PAL, and have qualifications as regular
members or associate members of the Korean Researchbased Pharmaceutical Industry Association (“KRPIA”) under the
regulation
3 “Wholesaler(s) of pharmaceuticals” (“Wholesaler(s)”) shall
refer to an entity which engages in the sale of pharmaceuticals
after obtaining a pharmaceutical wholesaler ’s license pursuant
to Article 45 of the PAL;.
4

“Medical institution(s)” shall refer to institutions other than

Korea Orphan Drug Center as designated under Paragraph 1 of
Article 42 of the National Health Insurance Act;
5 “Healthcare professional(s)” (“HCP(s)”) shall refer to doctors,
dentists, doctors of oriental medicine, pharmacists or herbal
pharmacists;
6 “Sample(s)” shall refer to finished products of pharmaceuticals
produced for the purpose of introduction;
7 “Donation” shall refer to any money or other valuables
presented free-of-charge by member companies to medical
institutions, schools, institutions or organizations which conduct
academic or scientific researches on medicine or pharmacy,
or academia- industry joint projects (hereinafter “medical
institutions, etc.”), irrespective of its title such as welcome
contribution, support, sponsorship, or donation, etc.;
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2

In the event goods, etc., under Article 3, Paragraph 12, Item

1 of the Code are lent free of charge with the rights of use
associated therewith, money or other valuables equivalent to the
rent at the fair market value of such goods, etc., shall be deemed
to have been provided.

Working Guideline

symposia, seminars, academic events, etc., while events hosted
by a member company shall practically be excluded. Among
such academic conferences, “domestically-held international
academic conferences” shall refer to those domestically-held
academic conferences of an international scale for two (2) or
more days, attended by HCPs from five (5) or more countries
(HCPs from five (5) or more countries attending as audience, not
as presenter, chair or panelist, must come to Korea.) or attended
by participants of whom 150 or more are foreigners, and
approved by medical doctors’ association, dentists’ association,
oriental medical doctors’ association under Paragraph 1 of Article
28 of the Medical Services Act or the Korean Pharmaceutical
Association, the Korea Oriental Pharmacy Association under
Articles 11 and 12 of PAL as international academic conferences.
“International Academy(ies)” shall refer to those academies
approved by medical doctors’ association, dentists’ association,
oriental medical doctors’ association under Paragraph 1 of Article
28 of the Medical Services Act or the Korean Pharmaceutical
Association, the Korea Oriental Pharmacy Association under
Articles 11 and 12 of PAL, 100 or more of whose regular members
are foreigners from five (5) or more countries;
9 “Product Presentation(s)” shall refer to domesticallyheld events targeting multiple medical institutions and HCPs
belonging thereto held by a member company for the purpose
of providing information on its own pharmaceuticals, and the
visiting of individual medical institutions thereby providing
information on its pharmaceuticals to HCPs belonging thereto;
10 “Market Survey” shall refer to the activity of collecting
data by a member company on the market and the scope
and characteristics of its components, including consumer
demands;
11

“Post-Market Surveillance Study” (“PMS”) shall refer to study

conducted by one who has obtained product approval during
a period of re-examination, including usage data collections,
special investigations, post-market clinical trials, etc., to
collect, review, validate or verify the data necessary for safety,
effectiveness and appropriate usage of pharmaceuticals subject
to re-examination pursuant to Article 32, and Paragraph 5 of
Article 42 of PAL; and
12 “Money or other valuables”, irrespective of their means,
shall refer to goods, money or other economic benefits offered
by member companies to medical institutions, etc., or HCPs,
including, but not limited to, the following:
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8 “Academic Conference(s)” shall refer to any event held to
serve the purpose of supporting medical or pharmaceutical
research and education of HCPs by providing HCPs with
medicine/pharmacy-related scientific or educational
information, irrespective of titles or forms, such as conferences,

KRPIA Fair Competition Code

Working Guideline

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code
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2. The PAL and the Fair Competition Code
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Working Guideline

1. Goods, machines, devices, land, buildings, other constructions
(right of use included);

CHAPTER 2. PERMISSIBLE SCOPE REGARDING
PRESENTING MONEY OR OTHER VALUABLES

2. Money, certificate of money deposit, gift certificates, other
securities or written promises of payment under various titles;

Article 5 (Limitation on Presenting Money or Other
Valuables)

Article 5 (Limitation on Presenting Money or Other
Valuables)

1 Member companies shall neither provide money or other
valuables to medical institutions or HCPs nor respond to
demands made by medical institutions or HCPs to provide money
or other valuables. However, an exception is made for those that
fall under Articles 6 through 16, and those that can be recognized

1 Gift for HCPs' personal benefits, even when provided as social
courtesy, shall not be deemed “those that can be recognized as
being mornal commercial practice pursuant to social norms”
mentioned in Article 5, Paragraph 1 of the Code. “When the
domestic or overseas headquarters, branches, or affiliated
companies of a member company provide money or other
valuables to medical institutions, etc. or HCPs” under Article 5,
Paragraph 3, Item 1 of the Code shall refer to the case in which a
member company, while providing money or other valuables to
its domestic or overseas headquarters, branches, or affiliated
companies, demands that such money or other valuables
be provided to medical institutions, schools, institutions or
organizations which conduct medical and/or pharmaceutical
related academic or scientific research or industry-university
collaboration, etc. (hereinafter referred to as “medical
institutions, etc.”) or HCPs, or the case in which a member
company did not prevent its domestic or overseas headquarters,
branches, or affiliated companies from independently providing
money or other valuables to medical institutions, etc. or HCPs
due to its willful or gross negligence when it was aware or could
have been aware of such provision taking place.

3. Entertainment (food & beverages, invitations or privileged
treatment to any performance or entertainments including
movies, plays, sports, tour, golf, skiing, etc.);
4. Provision of convenience services, such as transportation,
lodging and registration for academic conferences;
5. Provision of labor or other services; or

as being normal commercial practice according to social norms.

6. Discounts, premiums or sales incentives (but excluding
“discount according to conditions of payment” and “accumulated
points from the use of credit cards or debit cards” which
fall under permissible economic benefits, etc., under the
Enforcement Regulations of the Medical Service Act or
Pharmaceutical Affairs Act), etc.

2 Notwithstanding Paragraph 1, in addition to money and other
valuables whose provision is permitted under the conditions of
the same Paragraph, a member company may provide money
and other valuables to HCPs as an exception when the provision
of such money and other valuables has been confirmed to
be possible by the authoritative interpretation of MOHW, the
competent authority in relation to Paragraph 1 of Article 23-2 of
the Medical Service Act and Paragraphs 2 and 3 of Article 47 of

13 Electronic documents refer to information which was created
in electronic format using an electronic device with information
processing capabilities, such as computers, and transmitted,
received, and/or saved and which expresses thoughts or ideas
through commonly-used text and/or special signs, symbols, etc.
that can be recognizable by people (excluding electronic video
and sound).

Article 4 (Working Guideline)
1 KRPIA may prescribe working guideline (“Guideline”) providing
detailed rules of this Code.

Korean Fair Trade Commission (“KFTC”) may recommend
establishment of or amendment to the Guideline under
Paragraph 1 if deemed necessary to ensure public order of fair
competition.
2

PAL.
3 In each of the following cases, a member company shall be
deemed to have directly provided money or other valuables to

medical institutions, etc., or HCPs:

Article 4 (Working Guideline)

1. When the domestic or overseas headquarters, branches, or
affiliated companies of a member company provides money and
other valuables to medical institutions, etc. or HCPs, or when
a member company provides money and other valuables to a
wholesaler or marketing agency (a company that is delegated by
a member company to carry out sales promotion activities for
pharmaceuticals) and asks such wholesaler or marketing agency
to deliver them to medical institutions, etc., or HCPs; or
2. When a member company provides money or other valuables
to a wholesaler or marketing agency even though it could have
known that such money or other valuables were going to be
delivered to medical institutions, etc., or HCPs.

2 Article 5, Paragraph 3, Item 2 of the Code shall refer to
instances where money or other valuables have been provided
to wholesalers or marketing agencies, although member
companies knew or, due to gross negligence did not know
although they could have known, that the wholesalers or
marketing agencies would provide them to medical institutions,
etc. or HCPs.
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4 Presenting money or other valuables to family members,
relatives or others in special ties with HCPs, or individuals,
company or other entities with special ties with medical
institutions, etc., shall be considered the same as being
presented to that specific HCPs or medical institutions, etc.
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Article 6 (Presenting Samples)

Article 6 (Presenting Samples)

A member company may provide, free of charge, to medical
institutions or HCPs pharmaceuticals in minimum packing unit
marked „sample’ in either Korean or English so as to enable the
identification of features such as form, color, taste, smell, etc.,
in which case a member company shall not provide samples
exceeding the minimum amount required to confirm the form,
etc., of the pharmaceutical concerned.

1 Minimum packaging unit under Article 6 of the Code shall
mean the minimum packaging unit of each member company.

Article 7 (Donations)
1 Member companies can make donations to medical
institutions, etc., for medical, pharmaceutical, educational or
charitable purposes within the scope acknowledged by social
norms, based on the principles set forth in each of the following
principles:

1. Donations that fall under any of the following are not allowed:
A. Where a promise has been made for profits in relation to
the selection, prescription, trading of pharmaceuticals of the
member company making the donation;
B. When a member company responds to donation requests
made by medical institutions, etc., in consideration of its
positive influence on the selection, prescription, trading of
pharmaceuticals;
C. Donations that are used as funds to make payments that
the medical institution, etc., should bear with its own funds
according to social norms, such as funds used for purchasing
real estate or fixtures, expanding or remodeling facilities, or
preserving fund for management; or
D. When a member company repeatedly and continuously
provides donations to the same medical institutions, etc.,
without any justifiable reasons thereof.
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3. Notwithstanding Item 2, when medical institutions, etc.,
request KRPIA for donations in order to execute projects
such as academic awards, campaigns, etc. (However, in the
case of international academies the secretariat of which are
domestically-based, notwithstanding Sub-Item C of Item 1,
support funds for the operation of such secretariat are included),
member companies shall donate directly to the beneficiary in
accordance with the procedure set forth in each of the following
Items:

6. [The organization] should have executive officers, such as
president, directors and auditors;

When marking the word “sample” in either Korean or English,
a member company shall do so on the exterior of the container
so that it is well-recognizable.
2

Article 7 (Donations)
1

The medical institutions, etc. to which donations may be

made pursuant to Article 7, Paragraph 1 of the Code (excluding
entities falling under Article 7, Paragraph 4 of the Code) shall
mean institutions or organizations referred to in Items 1
through 4 of Paragraph 1 of Article 9 of the Code. Institutions or
organizations under Article 9, Paragraph 1, Item 4 of the Code
shall mean institutions or organizations which satisfy all of
the following requirements, and institutions or organizations
approved by the Code Deliberation Committee (hereinafter
referred to as “CDC”) even if not satisfying all of the following
requirements.
1. A non-profit organization founded for the purpose of medical
or pharmaceutical researches, such as publishing researches of
medicine or pharmacology, etc;
2. [The organization] should have operating regulations in place;
3. [The organization] should collect membership dues on a
regular basis;
4. [The organization] should have financial or accounting
regulations in place for spending membership dues, other
incomes and research funds; [the organization should] have
accounting regulations independent of medical institutions, etc.,
to which individual members or medical institution members
belong; and [the organization] should not be for profits but use
incomes only for research activities;
5. [The organization] should have in place an executive structure
such as a general meeting, board of directors, auditors, etc.;

A. Medical institutions, etc., request KRPIA for donations by
stating in the form designated by KRPIA the name, outline of
the project, requesting amount, etc., and attaching annexed
documents such as a detailed project proposal, budget plan, etc.
B. KRPIA reviews the propriety of the project proposal and,
based on the result thereof, solicits by announcement member
companies which wish to donate and notify the result of such
solicitation to the academic conference concerned and the
donating member companies.
C. Member companies donate directly to the beneficiary
following KRPIA’s notice.
4. Member companies shall not be allowed to donate directly
to medical institutions or HCPs, except for donations made in
accordance with Items 2 and 3.
5. Once the delivery of money and valuables being donated has
been completed, member companies shall notify KRPIA the date,
beneficiary, purpose, amount, etc., of such donation in the form
designated by KRPIA within ten (10) days from the day of such
delivery.
6. Member companies shall attach detailed evidentiary materials
regarding the date, beneficiary, purpose, amount, etc., of
donations for accounting purposes.
2

Regarding provisions of Item 2 of Paragraph 1, KRPIA, on

behalf of member companies, shall select a beneficiary within
the scope conforming to the provisions of Item 1 of Paragraph
1 and notify the member company concerned, while verifying
whether such donation by the member company has been made
in an appropriate manner in accordance with KRPIA’s decision.
KRPIA shall respect the member company’s purpose for making
such donation and, if needed, may have the member company
concerned attend the Code Deliberation Committee (hereinafter
referred to as “CDC”) to express its opinion.

7. [The organization] should be engaged in medical research
activities through regular or irregular meetings;
8. [The organization] should have periodic publications
publishing medical research activities; and
9. [The organization] should not be a subordinate organization
of a medical institution, and the beneficiaries of its public funds
should be many and unspecified public.
2 In the case of Article 7, Paragraph 1, Item 2 of the Code, a
member company shall implement donations according to each
of the following Items:

1. The request to select beneficiaries shall be made to KRPIA
sixty (60) days before the date when the member company
wishes to make the donation.
2. KRPIA shall select beneficiaries by making a public
announcement of solicitation to medical institutions, etc. for
two (2) weeks or longer.
3. When making a public announcement of solicitation, KRPIA
shall receive materials such as detailed business proposals
(research proposals) and budget plans stating expense items and
costs submitted by medical institutions, etc., review the content
as to whether it is in accordance with the principle under Article
7, Paragraph 1 of the Code and the member company’s purpose
of making the donation, then select the beneficiaries.
4. KRPIA shall select the beneficiaries and notify the member
company accordingly within 60 days of receipt of the request to
select beneficiaries from the member company.
KRPIA shall notify the member company in advance if the
selection cannot be made within the designated period due to
unavoidable circumstances.
5. If the member company, which was notified of the selected
beneficiaries, has an objection to the decision of KRPIA, it may
withdraw the request for selection of beneficiaries within five (5)

business days from the receipt of the notification.
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2. Member companies shall, by stating the purpose, amount, etc.,
of a donation in the form designated by KRPIA, request KRPIA to
select the medical institutions, etc., to which such donation will
be delivered (hereinafter referred to as “beneficiary”), after which
member companies shall donate directly to the beneficiary upon
the decision of KRPIA.
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3 Regarding provisions of Item 3 of Paragraph 1, in reviewing
the propriety of the project proposal by a medical institution
concerned, etc., or selecting the donating member company,
KRPIA shall consider whether such review or selection is in
conformity with the provisions of Item 1 of Paragraph 1, and verify
whether the donation by the member company has been made in
an appropriate manner in accordance with KRPIA’s notice.

3 In the event that KRPIA has approved the donation request
by institutions or organizations established for academic,
research purposes related to medicine or pharmacy (hereinafter
“academic societies, etc.”) pursuant to Article 7, Paragraph 1,
Item 3 of the Code, KRPIA shall make a public announcement
to member companies for a period of two (2) weeks or longer,
thereby soliciting member companies that wish to donate and
determine the donation amount depending on the amount of
donation each such member company wishes to make. In the
event that the sum of the donations that member companies
wish to make exceed the requested amount of donation, the
member companies that wish to donate shall divide among
themselves the donation amount in proportion to the amount of
donation that each of them wishes to make. However, academic
societies, etc. shall request KRPIA for donations, sixty (60) days
before the date desired for such donations to be made.

4 Notwithstanding the provisions of Items 2 through 4 of
Paragraph 1, when a member company wishes to donate
pharmaceuticals to medical institutions, etc., for charitable
purposes, such member company may donate directly to the
beneficiary by notifying KRPIA in advance by stating in the form
designated by KRPIA the beneficiary, purpose, amount, etc., of
such donation. Even in such a case, member companies shall
comply with the principles set forth in Sub-Items A through C of
Item 1, and Items 5 and 6 of Paragraph 1, and KRPIA shall verify
whether such donation by the member company has been made
in an appropriate manner.

4 Pursuant to Article 7, Paragraph 1, Item 5 of the Code, a
member company shall attach evidentiary materials such as the
donation invoice and submit them to KRPIA within ten (10) days
from the date delivery of the donation has been completed.

Pursuant to Article 7, Paragraph 3 of the Code, KRPIA shall
receive from medical institutions, etc. a statement of accounts
including itemized expenses and copies of invoices proving such
expenses and verify whether the donation was executed in an
appropriate manner, within one (1) month from the completion
of the project concerned.
5

6 In the case of Article 7, Paragraph 4 of the Code, a member
company shall report to KRPIA thirty (30) days before the act of
donation takes place and attach evidentiary materials such as
the donation invoice and submit them to KRPIA within ten (10)
days from the date delivery of the donation has been completed.
In such a case, KRPIA shall verify whether the member
company’s donation was executed in an appropriate manner.
7

The evidentiary materials such as the donation invoice
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Article 8 (Support for the Hosting or Operation of
Academic Conferences)

Article 8 (Support for the Hosting or Operation of
Academic Conferences)

1 Member companies may support the hosting and operation of
domestically-held academic conferences hosted by institutions
or organizations of each of the following Items through a variety
of means such as donations, provision of food & beverages,
souvenirs, booth lease or advertisements, etc..

1 The required budget and details of account settlement,
each of which is to be submitted by the host of an academic
conference pursuant to Article 8, Paragraph 2, Items 1 and 3 of
the Code shall be in accordance with each of the following Items,
and the host of an academic conference shall also submit copies
of invoices which can prove the expenses when submitting the
details of account settlement

1. Medical doctors’ association, dentists’ association, oriental
medical doctors’ association under Paragraph 1 of Article 28
of the Medical Service Act, association of medical institutions
under Paragraph 1 of Article 52 of the same Act, or the Korean
Pharmaceutical Association, the Korea Oriental Pharmacy
Association under Articles 11 and 12 of the Pharmaceutical Affairs
Act, and academic conferences (including overseas academic
conferences), academic conference institutions/organizations
or research institutions/organizations approved or recognized by
the preceding associations
2. Academic conferences (including overseas academic
conferences), academic conference institutions/organizations
or research institutions/organizations recognized by KRPIA.
2 When a member company wishes to support a domestic
academic conference, it shall follow the procedure of the
following Items:

1.Institutions/Organizations of Paragraph 1that host academic
conferences request KRPIA support by stating in the form
designated by KRPIA the name/outline of the academic
conference, requested amount of support and by attaching
annexed documents such as a detailed conference proposal,
budget plan, etc.;
2.KRPIA reviews the propriety of the conference proposal and,
based on the result thereof, solicits by announcement member
companies which wish to provide support and notify the result
thereof to the institutions/organizations and member companies
concerned;
3.Member companies support the academic conference in
question following KRPIA’s notice; and
Within one (1) month of conclusion of the academic conference
in question, member companies shall notify KRPIA the details
of the support provided in accordance with the form designated
by KRPIA and KRPIA shall verify whether the support by member
companies was provided in an appropriate manner.

1. Total income shall refer to the total sum of economic gains
received in relation to the hosting/operation of an academic
conference and shall include registration fees (or participation
fees), the academic society’s own budget, booth fees, income
from the sale of print media and Internet advertisements,
donations (support funds) received from HCPs or medical
institutions, and donations (support funds) received from
healthcare organizations, all in connection with the academic
conference.
2. Total expenditure shall refer to the total sum of expenses in
relation to the hosting/operation of an academic conference,
such as food & beverages, invitation costs regarding the
presenters, chairs, and panelists invited by the host of the
academic conference, agency commission, venue rental fees,
short-term hired labor cost, and printing and advertising fees, all
in connection with the academic conference
2 Income items which fall under costs to be supplied by the
sponsor of an academic conference under Article 8, Paragraph
3 of the Code are registration fees (or participation fees) in
relation to the academic conference and the institution or
organization’s own budget, of which are not economic gains
provided by pharmaceutical or medical device companies, etc.,
(e.g. membership fees from members) and are for the purpose of
providing support for the academic conference concerned.
3 A member company that wishes to support a domesticallyheld international academic conference pursuant to Article 8,
Paragraph 4 of the Code shall report to KRPIA thirty (30) days
before the opening day of the conference in accordance with
the form designated by KRPIA with evidentiary material(s)
attached proving that the academic conference concerned is an
international academic conference. However, when a member
company wishes to support an academic conference that KRPIA
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referred to in Paragraph 6 of this Article refer to materials
such as receipts issued by the organizations receiving the
pharmaceuticals, documents confirming receipt of the
pharmaceuticals, etc. that can be used to verify receipt by the
recipient organization, the received pharmaceuticals and their
quantity.

KRPIA Fair Competition Code

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code

2. The PAL and the Fair Competition Code

KRPIA 2019

KRPIA Fair Competition Code

Working Guideline

KRPIA Fair Competition Code

Working Guideline

3 Regarding Paragraph 2, KRPIA shall approve member
companies’ support of academic conferences on condition
that the sponsor of the academic conference supplies 30%
or more (30% or more from 2015) of the total costs (excluding
the costs required for Product Presentations held during the
academic conference) required for the conference in question
through registration fees (or participation fees) collected from
participants or membership fees from the members of the
institution/organization sponsoring the conference in question.
To confirm that the above conditions have been met, KRPIA shall
request, prior to member companies’ support for the conference,
the sponsor of the academic conference to report the details of
expenses for the conference to KRPIA within one (1) month of the
conclusion of the conference and KRPIA may cease to continue
the support process of the conference in question when the
sponsor of the conference rejects such requests by KRPIA. KRPIA
shall have the right to reject the supporting of future academic
conferences held by sponsors of the conference in question
when the above conditions are not met or KRPIA does not receive
the details of expenses.

listed on its website from the list of domestically-held
international academic conferences it received from the Korean
Medical Association, etc., evidential materials proving that the
academic conference concerned is an international academic
conference need not be attached.

6 Support as set forth in Paragraph 1 does not set a limit on the
amount of support provided by a member company in terms of
voluntary support through booth lease or advertisements. When
Article 8 (Support for the Holding or Operation of Academic
Conferences), Article 7 (Donations) or Article 15 (Exhibition/
Advertisement) conflict, Article 8 shall take precedence in
application.

2. Economic benefits received from member companies, medical
device companies, and pharmaceutical (or medical device)
wholesalers (or sales agents).

Article 9 (Sponsorship for Participation in Academic
Conferences)

Article 9 (Sponsorship for Participation in Academic
Conferences)

1 A member company may sponsor HCPs participating in domestic
or overseas academic conferences hosted by an institution or an
organization of the followings Items:

1 The presenter (including poster presenter and e-poster
presenter whose presentation time is clearly stated), chair, and
panelist under Article 9, Paragraph 2, Item 2 of the Code shall
mean the HCPs selected by the host of an academic conference,
and sponsorship for these HCPs shall be made through cost
reimbursement. In case of presenters, only the main author and
one (1) co-author may be sponsored. (for e-poster presenter, only
one person may be sponsored.)

4 When a member company wishes to support a domesticallyheld international academic conference, it shall follow the
procedure set forth in each of the following Items:

4 Provisions under Article 8, Paragraph 5 of the Code shall
not apply to product presentations held during academic
conferences.
5 Support funds (including for product presentations occurring
during an academic conference) provided by a member company
must be directly provided by the member company to the host
of the academic conference pursuant to Article 8, Paragraph
2, Item 3 of the Code. However, among details of support that
has completed the process stipulated in Article 8, Paragraph
2, Item 1 to Item 2, costs (traveling expenses and speaker fee,
etc.) associated with an overseas speaker (who is not an HCP
under the Code and is employed overseas when the academic
conference is held and whose medical and/or pharmaceutical
knowledge and expertise is recognized) invited by a member
company for a product presentation held during an academic
conference may be provided by the member company directly to
the overseas speaker.

1. A member company, by notifying KRPIA in advance by stating
in the form designated by KRPIA the name of the academic
conference, scope of support, details of support, etc., may
directly support the academic conference in question.

6 Among costs associated with hosting and operating an
academic conference under Article 8 of the Code, costs that fall
under any of the categories below are not included in the total
costs for the academic conference under Paragraph 3, Article 8
of the Code.

2. The member company notifies KRPIA the details of support
provided to the academic conference in accordance with the
form designated by KRPIA within one (1) month of the conclusion
of the academic conference; KRPIA then verifies whether such
support by the member company was executed in an appropriate
manner.

1. Administrative costs not directly related to the academic
conference such as
personnel expenses for employees at the institution or
organization hosting the academic conference, equipment
purchase expenses, and other fees associated with managing
the operational office.

Regarding Paragraphs 2 and 4, member companies shall

2. Costs that occur during an academic conference associated
with non-academic content that does not fall under the definition
of an academic conference under Article 3, Paragraph 8 of the
Code.

5

Costs in each Item below are not added to the self-pay costs
under Article 8, Paragraph 3 of the Code.
7

1. Registration or participation fees received from individuals (or
corporate bodies) that are not HCPs or officers or employees of
medical institutions, etc.
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2. Medical doctors’ association, dentists’ association, oriental
medical doctors’ association under Paragraph 1 of Article 28
of the Medical Service Act, association of medical institutions
under Paragraph 1 of Article 52 of the same Act, or the Korean
Pharmaceutical Association, the Korea Oriental Pharmacy
Association under Articles 11 and 12 of the PAL, and academic
societies (including overseas academic societies), academic
institutions/organizations or research institutions/organizations
approved or recognized by the above associations;
3. Universities under Item 1 of Article 2 of the Higher Education Act
or industry- academic cooperation foundations under Paragraph 1
of Article 25 of the Promotion of Industrial Education and IndustryAcademic Cooperation Act; or
4. Academic societies (including overseas academic societies),
academic institutions/organizations or research institutions/
organizations approved or recognized by KRPIA.
2 A member company which wishes to provide sponsorship shall
follow the principles in each of the following Items:

1. Domestic and overseas academic conferences shall be limited
to those held at an appropriate venue and in compliance with the
academic or educational purposes;

2 In the event that a HCP under Paragraph 1 receives whole or
partial support from an entity other than a member company in
relation to his or her participation in the academic conference,
KRPIA shall try to prevent the provision of support from a member
company pursuant to the provisions of this Article so as to prevent
repeated support from being provided.
3 Member companies shall submit to KRPIA the application
designating the academic conference to which the donation will be
made sixty (60) days before the academic conference, and KRPIA
shall request the host of the academic conference to select the
participants.
4 Within 30 days after completion of an academic conference,
the host of the academic conference shall submit to the KRPIA
evidential materials regarding the participant’s qualifications under
Article 9, Paragraph 2, Item 2 of the Code and participation in the
academic conference,, and receipts of actual expenses incurred
along with sponsorship application details, and the KRPIA shall
review the materials and notify the member companies of the
confirmed sponsorship amounts, compile the same and deliver the
same to the host of the academic conference
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not engage in deciding the agenda, proceedings, participants
and related materials of the academic conference which they
support, and attach detailed evidentiary materials on the support
provided when handling the accounting of expenses on the
holding operation of the academic conference.

1. Non-profit legal entity founded for the purpose of medical or
pharmaceutical research;

8 “Souvenirs” in Article 8, Paragraph 1 of the Code shall mean goods
made under the own names of those institutions/organizations
numerated in each subgraph of Article 8, Paragraph 1 of the Code
for the purpose of commemorating academic conferences and
purposes unrelated to promotion activities of members companies.
While member companies may donate money to manufacture such
souvenirs, in kind donations of souvenirs are prohibited.
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2. Support for HCPs shall be limited to transportation costs,
registration fee, meals and lodging expenses equivalent to the
actual expense provided to the presenter, chair, and panelist from
the host of the academic conference;

5 Transportation costs, registration fees, meals and lodging
expenses equivalent to the actual expense under Article 9,
Paragraph 2, Item 2 of the Code shall be each of the following Items:

academic conference or participating HCPs, and disclose through
its website the host of the academic conference, agenda, support
amount and usage of the support amount, etc.;

institutions to which the sponsored HCPs belong, etc.) in the

1. In the case of participation in academic conferences held
overseas, transportation costs shall mean the return fare for
economy class of an international airline for the shortest route to
destination, which shall be determined by the confirmed price for
the date of return. In the case of participation in domestically-held
academic conferences, transportation fees shall mean the economy
class fare of a domestic airline, KTX, bus fare to destination, or
public transportation fares equivalent to the aforementioned fares,
which can be proven at the time of expense calculation by item
statements stating the itinerary, invoices, boarding passes;

3. KRPIA shall faithfully manage the entire materials regarding
expense payment, and have the supporting member company
always able to peruse and copy the relevant materials upon request.

3. A member company shall support HCPs by depositing the fund to
the KRPIA for the designated academic conference that it intends
to support. Any support directly made to institutions/organizations
hosting the academic conference or related persons thereto, or
individuals participating in the academic conference, other than
support through KRPIA, shall not be allowed;
4. Support to participate in the academic conference shall not be
combined with pleasure or treatment, such as tour, sightseeing
and leisure activities. The support for HCPs’ companion shall not be
allowed; and
5. A member company shall attach the evidentiary documents that
detail the host of the academic conference, agenda, participants
and supporting amount, etc., when it handles accounting for the
expenses in relation to the support of the academic conference
participation.
2 KRPIA shall carry out the following undertakings regarding the
support for academic conference participation:
1. KRPIA shall provide the funding to the academic conference
designated by the member company in lieu of the member company
provided that KRPIA shall designate the purpose and use under Item
1 and Item 2 of Paragraph 2 only, and shall not designate individuals
participating in the academic conference;
2. After the completion of the academic conference, KRPIA shall
receive the evidentiary materials as required from the host of the
academic conference or participating HCPs, and disclose through
its website the host of the academic conference, agenda, support
amount and usage of the support amount, etc.;
3. KRPIA shall faithfully manage the entire materials regarding
expense payment, and have the supporting member company
always able to peruse and copy the relevant materials upon request.
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3. Meal expenses shall be supported for three (3) meals per day and
within KRW 50,000 per invoice per meal paid for with one’s personal
credit card or in cash during meal time at a local restaurant;
4. Lodging expenses shall be supported within KRW 200,000 per
night for domestic accommodation and within KRW 350,000 per night
for overseas accommodation, and can be supported from one (1) day
before the day on which an academic conference begins to the day on
which it ends. Lodging expenses shall not include incidental expenses
such as mini-bar, movies, laundry, telephone costs, etc.;
5. In the case of participation in academic conferences held
overseas, local transportation fees shall mean round-trip fares
between the local airport and the hotel and fares between the
accommodation and the venue of the academic conference (limited
to one (1) round-trip per day) not exceeding KRW 150,000 per person
during the academic conference period and shall be limited to those
cases which can be proven by invoices that clearly state the time of
use and the places of departure and arrival; and
6. At the time of expense calculation, the opening exchange rate
at the time of purchase of Korea Exchange Bank on the day before
the opening day of an academic conference (if this day falls on a
weekend or holiday, the prior business day) shall be applied.
6 In connection with Article 9, Paragraph 3, Item 2 of the Code, KRPIA
shall post on its website the details of support provided to academic
conference participants (name of the academic conference, hosting
academic society, names of sponsoring member companies, total
amount sponsored, number of sponsored HCPs, names of medical

7 The host of an academic conference under Paragraph 3 of this
Article shall include domestic academic societies that were delegated
the tasks of this Article in written form by the international academic
society hosting the relevant academic conference.
8 KRPIA shall set standards for the settlement of accounts for
sponsoring participants in the academic conference, and the
standards shall take effect upon approval by the CDC. If needed, the
CDC may revise the standards for the settlement of accounts.

Article 10 (Product Presentation of Member
Company’s Product)

Article 10 (Product Presentation of Member
Company’s Product)

1 A member company may provide travel expenses,
accommodation, food & beverages and souvenirs equivalent to
the actual expense within the scope allowed by social norms to
HCPs participating in product presentations it holds targeting
multiple medical institutions in accordance with the principles of
the following Items. However product presentations held during
academic conferences are regarded as a part of the academic
conference concerned and, accordingly, support thereof shall be
provided in conformity with Articles 8 and 9.

1 In the case of Article 10, Paragraph 1 of the Code, a
member company may provide each HCP participating in its
product presentation with travel expenses equivalent to the
actual expense, accommodation, food & beverages of up to
KRW100,000 for each meal (excluding tax and service charges,
and including refreshments costs; hereinafter the same for
food & beverages in this Guideline), and promotional materials
(including taxes) of up to KRW 10,000. Member companies
shall not provide any additional souvennirs other than the
aforementioned promotional materials.

1. Recipients of travel expenses, accommodation, food
&beverages and souvenirs are limited to those HCPs directly
related to product presentations and the provision of such to
HCPs’ companions shall not be allowed.
2. When holding a product presentation, a member company shall
take caution to ensure that the venue, content, proceedings of
the event may not be misunderstood as an unfair practice.
In the case where the provision of accommodation to HCPs
participating in the product presentation of Paragraph 1 prior
to its opening is prearranged, a member company shall file an
application for KRPIA’s approval sixty (60) days before the product
presentation in question, by attaching annexed documents such
as a detailed product presentation proposal, budget plans, etc.,
to the form designated by KRPIA, obtain KRPIA’s prior approval,
and report to KRPIA the details of expenses within one (1) month
of the conclusion of the product presentation in question. KRPIA
shall verify whether the member company operated the product
presentation in an appropriate manner.
For other product
presentations under Paragraph 1, member companies shall notify
KRPIA according to the form designated by KRPIA a week prior to
the opening of such product presentations.
2

2 In the case of Article 10, Paragraph 2of the Code, a member
company shall request an approval or report to KRPIA according
to the form designated by KRPIA with attachments and
evidentiary materials attached.
3 In the case of Article 10, Paragraph 4 of the Code, a member
company may provide each HCP with food & beverages of up to
KRW 100,000 per day (four (4) times per month) and promotional
materials of up to KRW 10,000 (including taxes). A member
company may provide (i) promotional materials of a minimal value
for product presentations organized for over-the-counter drugs
of the member company and (ii) a pen and a notepad with the
company's name, but not the product's name inscribed on them,
for product presentations organized for prescription drugs of
the member comapny for the purpose of facilitating transfer of
medical information during the event. In any case, the member
company shall not provide promotional materials exceeding the
minimum quantity and economic value required for pemitted
use.
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KRPIA shall carry out the following undertakings regarding the
support for academic conference participation:
1. KRPIA shall provide the funding to the academic conference
designated by the member company in lieu of the member company
provided that KRPIA shall designate the purpose and use under Item
1 and Item 2 of Paragraph 2 only, and shall not designate individuals
participating in the academic conference;
2. After the completion of the academic conference, KRPIA shall
receive the evidentiary materials as required from the host of the
3

2. Registration fees shall be pre-paid in principle and the amount
in Korean Won calculated by the exchange rate on the date of
remittance or the amount as it appears on credit card bill shall apply;

preceding quarter every January, April, July and October.
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3 A member company shall attach detailed evidentiary materials
such as the date, venue, content, list of participants, expenses,
etc., of product presentations when handling the accounting of
its expenses.

3 A member company shall conduct a market survey as an
activity to collect valuable information to promote the use of
quality pharmaceuticals and enhance patients’ benefit.

3. Food & beverages (excluding taxes and service charge) or
compensatory gifts (including taxes) of up to KRW 100,000 may
be provided to HCPs participating in the market survey.

A member company shall clearly disclose to the participating
HCPs the purport that it is a market survey from the initial stage
of recruiting.

4. An appropriate amount of compensatory payment of up to
KRW 100,000 per HCP (including taxes) may be provided only to
those HCPs participating in a market survey which requires thirty
(30) minutes or more to answer.

4

When a member company presents on its pharmaceuticals by
visiting individual medical institutions, the member company may
provide HCPs with food & beverages and promotional materials
of minimal value which include the name of its company or of its
products.
4
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2 Regarding matters to be reported quarterly to KRPIA pursuant
to the provisos under Article 12, Paragraph 1 of the Code, member
companies shall report to KRPIA details of payments made each
quarter determined by the date on which each payment is made
by the twentieth (20th) day of the following month (e.g. member
companies shall report the details of payments made from
January to March by April 20th to KRPIA each year).

5 A member company shall not hold product presentations for
the purpose of providing food & beverages needed at meetings of
HCPs.

Article 11 (Provision of Pharmaceuticals for Clinical
Activities)

Article 11 (Provision of Pharmaceuticals for Clinical
Activities)

A member company may provide HCPs or medical institutions
with pharmaceuticals for clinical trials, free of charge, in the
amount necessary for conducting clinical trials whose clinical
trial plans have been approved by the Commissioner of the
Ministry of Food & Drug Safety (“MFDS”) pursuant to Paragraphs 1
or 7 of Article 34 of PAL (when falling under Paragraph 8, Article
24 of the Regulations on the Safety of Drugs, etc., clinical trials
refer to those whose clinical trial plans have been approved
by the Institutional Review Board), in which case non-clinical
trials (animal testing, laboratory testing, etc.) pre-approved by
relevant committees of the medical institution concerned shall
be included.

Article 12 (Market Survey)

2 A member company shall conduct a market survey mainly for
the purpose of collecting market data, and shall not utilize or
disguise it as a means of price or compensation for prescriptions
by HCPs.
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Article 13 (Post-Market Surveillance Study)

1 A member company shall conduct a PMS pursuant to the
protocols and implementation guideline approved by MFDS, and
shall comply with each of the following principles:

1 Study fees under Article13, Paragraph 1, Item 5 of the Code
shall be limited to up to KRW 50,000 per case report to HCPs
participating in a PMS. An appropriate amount of remuneration
of up to KRW 300,000 may be paid per case report in the event
additional survey is required due to rare disease cases provided
under the Pharmaceuticals Affairs Law or relevant regulations
of the MFDS, long-term monitoring, or frequent and significant
adverse effects.

1.PMS shall be carried out within the scope acknowledged as
necessary for medicine or pharmacy based on the relevant
provisions of the PAL and KFDA, and with a proper sample size
considering the purpose and content of the surveillance;
2.A member company shall not request a PMS to medical
institutions which have not adopted or purchased the target
pharmaceuticals;

Article 12 (Market Survey)
1

A member company shall not conduct by itself, a market

survey which provides compensation. In the event that a member
company conducts a market survey by entrusting it to a market
survey institution, the market survey institution shall comply with
each of the following Items:
1. The market survey institution shall not disclose to the
participating HCPs the member company entrusting the market
survey, and vice versa.
2. The selection of the HCPs participating in the market
survey shall be conducted independently by the market survey
institution.

3.A member company shall not request a PMS on the condition of
adopting, continuously purchasing, or increasing the amount of
purchase of the target pharmaceuticals;
4. Study fees to HCPs participating in the PMS shall be paid when
survey of matters deemed necessary considering the purpose
of the surveillance is fully completed, and the results thereof are
reported to the member company;
5. A member company shall not make full payment to the HCPs
before receiving the reports set forth in Item 4, and the number
of case reports subject to remuneration shall be the minimum
number of case reports which shall be submitted under Articles
22 and 23 of the Regulations on the Safety of Pharmaceuticals,
etc., the remuneration for which shall be reasonable according to
social norms; and

2 In connection with Article 13, Paragraph 1, Item 5 of the
Code, member companies shall pay HCPs remuneration for PMS
according to a service agreement (including a detailed statement
of expense calculation).
3 KRPIA may set forth guidelines on PMS and clinical activities
besides such studies through resolution of the CDC. However,
such guidelines shall not conflict with the Code.
4 For studies, regarding which normal drop-out rates are
expected based on materials related to existing or similar
studies, a member company shall provide remuneration based on
the number of case reports that can satisfy the number of safety
evaluation surveys when a company applies for reevaluation to
the MFDS.
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1 A member company must report to KRPIA the results of the
market survey in a form designated by KRPIA every quarter
and may provide money and other valuables as a consideration
for market surveys within the scope allowed by social norms.
However, if a member company directly conducts a market
survey of HCPs, no money or other valuables may be provided as
remuneration.

Article 13 (Post-Market Surveillance Study)

The PAL and the Fair Competition Code

KRPIA Fair Competition Code

Working Guideline

2. The PAL and the Fair Competition Code

KRPIA Fair Competition Code

KRPIA 2019

Working Guideline

6. Compensation for a PMS shall be independently managed from
marketing or sales department activities.

and experiences regarding pharmaceuticals However, member
companies shall report to KRPIA the details of the exhibitions or
advertisements every quarter in the form designated by KRPIA.

1. Advertising media for which a member company may pay
advertising fees to medical institutions, etc. shall be limited to (i)
printed materials or electronic documents equivalent to printed
materials prepared by medical institutions, etc. for treatment,
prevention, training of diseases, and distributed, displayed to
multiple HCPs from multiple institutions, (ii) websites operated by
academic societies, etc., and (iii) educational materials(including
educational materials in the form of electronic documents)
distributed by academic societies, etc. to HCPs and/or the general
public. However, the content and format of electronic documents
shall be equivalent to the level of printed materials or educational
materials in paper document form, and those identical to previous
content or prepared through simple revisions shall be excluded.

2 Product information on exhibition must be made ready on the
display shelf.

Article 14 (Clinical Activities other than PMS)

Article 14 (Clinical Activities other than PMS)

1 A member company may carry out clinical activities for the
purpose of obtaining medically or pharmaceutically important
information on clinical characteristics of pharmaceuticals,
diseases or other healthcare fields of significant interest to it,
pursuant to the PAL and relevant MFDS regulations, and shall
comply with each of the following principles and rules:

In connection with Article 14 of the Code, member companies
shall pay service fees to medical institutions, etc. to which
the relevant HCP belongs for the clinical activities performed
pursuant to a service agreement and shall not be allowed to pay
the contract amount in full unless the service is completed and
the report thereof is received.

1. Only those cases whose clinical trial plans have been approved
by the Minister of MFDS pursuant to Paragraph 2 of Article
34 of PAL (when falling under Paragraph 3 of Article 31 of the
Enforcement Regulations of the PAL, clinical trials refer to those
whose clinical trial plans have been approved by the Institutional
Review Board) shall be allowed. However, in the case of nonclinical trials (animal testing, laboratory testing, etc.), clinical
activities pre-approved by competent committees of the medical
institution concerned shall be included.

3 When a member company installs ‘display shelves’ or booths, or
advertises at academic conferences held by medical institutions,
etc., or advertising media issued by medical institutions, etc., for
the purpose of exhibiting, publicizing or advertising its company
and its pharmaceuticals, the payment of such fees shall comply
with normal business practices.
4 A member company shall not provide compensation for HCPs
visiting its exhibition hall. However, souvenirs or promotional
materials with minimal value may be provided.

2. (i) Advertising media produced independently by HCPs or (ii)
those produced by medical institutions (institutional journals,
research journals, etc.) whose targets of distribution are limited to
HCPs belonging to that same medical institution which produced
the advertising media and employees/customers of the medical
institution concerned or (iii) advertising media prepared by
converting non-electronic form documents into electronic form
documents shall not be deemed as advertising media for which
advertising fees are payable to medical institutions, etc.
3. In the case of advertisement for websites operated by academic
societies, etc. under Item 1 (ii), member companies may pay
advertising fees of up to KRW1 million per month (excluding taxes)
within the limit of KRW10 million per year (excluding taxes); as for
other print or electronic advertising media under Item (i) and (iii),
member companies shall pay an appropriate amount of advertising
fees within the limits stated in the below table after taking into
consideration the publisher, circulation size, and advertisement
effect, etc. (Unit: KRW 10,000) (excluding taxes); and

2. Clinical activities shall not be carried out for the mere
purpose of advertising pharmaceuticals or influencing doctors’
prescription of the pharmaceuticals;
3. A member company may make an appropriate amount of
payment to medical institution, etc., to which the HCP belongs
pursuant to the study agreements for clinical activities and within
the scope adequate for HCP’s efforts; and
4. A member company shall obtain and attach in handling the
related expenses a report on the relevant study from medical
institution, etc., with which it entered into the study agreements.

Publisher

A member company may provide the actual expenses incurred
by patients’ participating in interventional clinical activities
2

Article 15 (Exhibition and Advertisement)

1 A member company may conduct exhibitions or
advertisements targeting HCPs for the purpose of expanding
and spreading medical or pharmaceutical knowledge, and for
maximizing patients’ benefit by disseminating various knowledge

1 In the event that a member company pays medical institutions,
etc. advertisement fees or booth fees pursuant to Article 15,
Paragraph 3 of the Code, the member company shall comply with
each of the following Items:

Table 2 Table3

Table
Inside Page or
1,4
Electronic Document

Medical
Institution

100

70

150

60

Academic
Societies, etc

150

100

200

70

4. Member companies shall use one (1) booth per academic
conference in principle and shall not use more than two (2)
booths. In the case of academic conferences hosted by academic
societies, etc., booth fees of up to KRW 3 million (excluding
taxes) may be paid for one (1) booth. In the case of academic
conferences hosted by medical institutions, booth fees of up to
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Article 15 (Exhibition and Advertisement)
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2 A member company shall provide no economic benefit to
patients participating in a PMS.
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KRW 1 million (excluding taxes) may be paid for one (1) booth.

The PAL and the Fair Competition Code

Pursuant to Paragraph 1 of this Article, in carrying out
advertisements for which fees are paid, a member company shall
not carry out advertisements in excessive numbers in a single
academic journal without justifiable reason.
4 When a single academic society, etc., operates multiple
websites, Paragraph 1.3 of this Article shall apply based on the
total amount of advertising expenses for these websites.
5 A member company shall not provide economic benefits to
institutions or organizations hosting academic conferences
other than booth fees prescribed under the provisions of this
Article such as providing academic conference registration fees
for employees responsible for booth installation.
6 Notwithstanding the provisions in this Article, advertising
fees for media registered under the Act on the Promotion of
Newspapers, Etc. or the Broadcasting Act and conducting
independent media activities shall be calculated in accordance
with normal business practices.

5.by a member company;
6.In the case of advertisement for websites operated by academic
societies, etc., member companies may pay advertising fees of
up to KRW1 million per month within the limit of KRW10 million
per year; as for other print advertising media, member

8 “Souvenirs of a minimal value” in Article 15, Paragraph 4 of the
Code shall mean promotional materials. A member company may
provide (i) promotional materials of a minimal value for exhibitions
held for over-the-counter drugs of the member company and
(ii) a pen and a notepad with the company's name, but not the
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Article 16 (Lectures and Consultations)

When member companies engage for lectures or
consultations HCPs with professional medical and/or
pharmaceutical knowledge and experience, member companies
shall comply with the following principles and standards.

1 Pursuant to provisions of Article 16 of the Code, a member
company may provide lecture fees to HCPs in accordance with
each of the following items.

1

1. Requests to an HCP for a lecture or consultation shall be limited
to cases where the necessity can be objectively recognized
for purposes of obtaining medical and/or pharmaceutical or
professional information.
2. When a member company selects a HCP for lectures or
consultations, it shall apply reasonable standards established
based on the HCP’s expertise, knowledge and experience, etc.
In particular, a member company shall not, without justification,
repeatedly request lectures or consultations of the same
or similar content to a specific HCP or make requests to an
excessive number of HCPs
3. The lecture fee or consulting fee shall be assessed based on
the lecture or consulting activities actually performed in light of
the HCP’s level of knowledge and level of experience and social
norms. The lecture fee or consulting fee shall not be paid in full
prior to completion of the lecture or consultation.
4. Separate compensation for time spent by HCPs to prepare for
the lecture or consultation, or time spent traveling to the lecture
or consulting venue shall not be permitted.
5. When a member company makes a request for lectures or
consultations, the member company shall execute in advance
a written contract with the relevant HCP expressly providing for
the content of the lecture or consultation service and the lecture
fees or consulting fees.
6. In account settlements for lecture fees or consulting fees,
member companies shall attach and retain for five (5) years
specific evidentiary materials including reason for selection of
the lecturer or consultant, the date and time of the lecture or
consultation, list of attendees and signatures, content of lecture or
consultation, use of the content of lecture or consultations, etc.

1. Lecture fees shall be an amount within KRW 500,000 per each
lecture lasting up to one hour within the scope of KRW 1 million
per day. The total amount of lecture fees per year shall not
exceed KRW 3 million (including all taxes) per HCP.
2. HCPs classified as public officials pursuant to Paragraph 2
of Article 2 of the Improper Solicitation and Provision/Receipt
of Money and Vaulables Act (“Anti-Graft Act”) shall comply
with lecture fees, etc. prescribed in the Enforcement Decree
of the Anti-Graft Act (Annex 2) as well as the ceiling lecture
fees prescribed in Item 1. When there is a difference between
the lecture fee ceiling amount prescribed in Item 1 and that
prescribed in the Anti- Graft Act, the lower amount shall be
complied with.
3. Notwithstanding Item 1 and Item 2, up to KRW 5 million per year
can be recognized as the annual ceiling amount when there is a
justifiable need such as when new products or new indications
are the lecture topics or where there is a limited number of HCPs
equipped with the expertise required for lectures.
4. Lectures must be attended by 10 or more audience members
(excluding lecturer).
2 Pursuant to provisions of Article 16 of the Code, a member
company may provide consulting fees to HCPs in accordance
with each of the following items.

1. Consulting fees shall be an amount within KRW 500,000 per
each consulting session within the scope of KRW 1 million per
day. The total amount of lecture fees per year shall not exceed
KRW 3 million (including all taxes) per HCP.
2. Consultation fees shall take into consideration the level and
degree of the consultation, expertise, knowledge and experience
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7 Regarding matters to be reported quarterly to KRPIA pursuant
to the provisos under Article 15, Paragraph 1 of the Code, member
companies shall report to KRPIA details of payments made each
quarter determined by the date on which each payment is made
by the twentieth (20th) day of the following month (e.g. member
companies shall report the details of payments made from
January to March by April 20th to KRPIA each year).

Article 16 (Lectures and Consultations)

The PAL and the Fair Competition Code

product's name, inscribed on them, for product presentations
organized for prescription drugs of the member company for the
purpose of facilitating transfet of medical information during
the event. In any case, the member company shall not provide
promotional materials exceeding the minimum quantity and
economic value required for permitted use.

2 Regarding matters to be reported quarterly to KRPIA pursuant
to the provisos of Article 15, Paragraph 1 of the Code, member
companies shall report to KRPIA details of payments made each
quarter determined by the date on which each payment is made
by the twentieth (20th) day of the following month (e.g. member
companies shall report the details of payments made from
January to March by April 20th to KRPIA each year).
3
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Member companies shall report quarterly to the KRPIA the
date and time of the lecture or consultation and the payment
details of the lecture fees or consulting fees, etc. in accordance
with the form designated by the KRPIA.

of the consultation, etc. but shall be calculated based on
actual time and effort exerted in providing the consultation. In
calculating the consulting fee and payment process, a member
company shall not without justifiable grounds apply to HCPs
preferential standards different from those applied to lecturers.

2

The PAL and the Fair Competition Code

3 With regard to items to be reported on a quarterly basis
pursuant to Paragraph 2 of Article 16 of the Code, a member
company shall report on a quarterly basis to the KRPIA by
the 20th of the following month of the date of payment (e.g.,
payments made from January to March of each year shall be
reported by the 20th of April).

Working Guideline

CHAPTER 3. APPLICATION OF THE CODE
Article 17 (Code Deliberation Committee)
1 KRPIA shall establish and operate CDC to deliberate or resolve
each of the following Items:

1. Matters related to the investigation and evaluation on whether
a violation of the Code has been made and the remedy thereof
2. Authoritative interpretation on inquiries from member
companies regarding the possibility that a certain act may
constitute a violation of the Code
3. Matters which fall under each of the following Sub-Items:
A. Selection of beneficiaries under the provisions of Paragraph
2 of Article 7; the propriety of business proposals by medical
institutions requesting donations under Paragraph 3 of the same
Article; the selection of donating member companies; and the
propriety of donations under Paragraphs 2 through 4 of the same
Article;
B. Propriety of domestic academic conference proposals under
Paragraph 2 of Article 8; whether to support member companies
that wish to sponsor academic conferences; the conformity to
conditions of sponsoring academic conferences under Paragraph
3 of the same Article; and the propriety of sponsoring academic
conferences under Paragraph 4 of the same Article; and
C. Approval of product presentations and the propriety of product
presentations under the provisions of Paragraph 2 of Article 10;
4. Matters related to enactment or revision of the Working
Guideline; and

Article 17 (Composition of the CDC)
1

Five (5) of the CDC commissioners shall be appointed through

resolution of the Board of Directors of KRPIA (hereinafter “BOD”).
2 The chairman of KRPIA (hereinafter “KRPIA Chairman”)
may request the BOD or the institutions under each Items of
Paragraph 2 of Article 17 of the Code two (2) months before the
day the CDC is required to be organized or the day the term of a
commissioner expires, or within one (1) week from the day there
is vacancy caused by resignation, etc., of a commissioner that
they appoint or recommend commissioners within thirty (30) days
from the day of the request.
3 If it becomes difficult to operate the CDC due to absence of
appointment or recommendation of commissioners in part within
the period designated above, the remaining commissioners
shall be appointed through resolution of the appointed or
recommended commissioners. The commissioner appointed
according to this Paragraph shall be deemed as the commissioner
appointed or recommended pursuant to Article 17, Paragraph 2 of
the Code.

The PAL and the Fair Competition Code

3. When a member company directly pays consulting fees to
HCPs and even in cases of indirect payments made through
medical institutions, the relevant consulting fees will be added
to the annual total amount calculation above if the member
company could have been aware that the consulting fees were
paid to the relevant HCPs. However, for consultation related to
the pharmaco-economic analysis of pharmaceutical products,
consultation related to R&D/clinical studies, etc. where services
provided in excess of the foregoing ceiling amount can be
objectively recognized, then the above consulting fee ceiling
amount shall not be applied.

KRPIA Fair Competition Code

4 The chairperson shall preside over the meeting as the chair of
the CDC.
5 The detailed rules under Article 17, Paragraph 5 of the Code
shall be established and amended through resolution of the CDC
(hereinafter “Operation Rules”).

5. Other matters requested by KRPIA in relation to the Code.
2 CDC shall consist of 10 persons including one (1) chairperson,
five (5) persons of whom that fall under the following Items shall
be included as commissioners. As a commissioner, the standing
officer of KRPIA shall be the secretary of CDC.

1.Two (2) persons recommended by Korea Consumer Agency
(including one (1) legal professional);

3.Two (2) persons recommended by Korean Medical Association.
3 Resolutions in CDC shall be made by the affirmative votes of
majority of the attending commissioners at a meeting attended
by two thirds or more of total commissioners.
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2.One (1) person recommended by National Health Insurance
Corporation; and
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Matters necessary for the operation, investigation, measures
of the CDC shall be determined in the operation rules.

Article 18 (Investigation of Code Violation)

Article 18 (Term of Office)

1 When a complaint is reported to KRPIA or CDC acknowledges a
violation of the Code, CDC shall conduct necessary investigation
to deal with those matters.

1 The term of office for the commissioners shall be one (1)
year, and the term of the succeeding commissioner shall be the
remaining term of his/her predecessor in case of resignation
during the term.

3 CDC may impose a monetary penalty of up to KRW 5million
and refer the case to the KFTC for required measures in
connection with a member company which does not cooperate
with investigation set forth in Paragraph 1.In this case, CDC shall
prepare a written document describing the contents of violation
and measures (“decision letter”) and notify it in writing to the
relevant member company (including reporters, in case of a
report). If a member company subject to the penalty fails to raise
an objection under Paragraph 1 of Article 21, the relevant member
company shall pay the penalty within fifteen (15) days from the
date of imposition.

In case of resignation by a commissioner during his/
her term, KRPIA Chairman shall request for appointment
or recommendation of a new commissioner according to
the preceding Article to the institution which appointed or
recommended the resigning commissioner, and select the
succeeding commissioner according to the preceding Article.
2

Article 19 (Actions against Code Violation)

Article 19 (Convocation of CDC Meeting)

Actions against any violation of the Code shall be determined as
follows:

1 The CDC meeting shall be held at the time and place set forth
under the Operation Rules, or at the time and place indicated in
the notice dispatched by the chairperson to each commissioner
one (1) week in advance.

When CDC acknowledges a code violation upon its
deliberation, CDC shall prepare a decision letter and notify in
writing the relevant member companies (including reporters, in
case of a report).
1
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1. Imposition of monetary penalty of up to KRW 100 million for
each violation (the member company subject to the monetary
penalty shall pay the penalty within 15 days from the date of
imposition);
2. Termination of KRPIA membership; and/or
3. Notice to the top management of headquarters of the member
company.
4 Any failure to submit a plan for corrective actions to the
chairman of KRPIA under Paragraph 2, to complete the corrective
actions within the corrective period, or to pay the penalty
determined by CDC under Paragraph 3 by a member company
shall be deemed to be another code violation.

Article 20
(Cooperation Obligation by Member Company)

Article 20
(Method of Deliberation and Resolution)

Member companies shall actively cooperate with CDC’s
operations to implement this Code in a smooth manner.

1 Commissioners may participate in the deliberation and
resolution of the CDC through communication means which
simultaneously transmits and receives audio and video files.
In such a case, the pertinent commissioner shall be deemed to
have attended the meeting.
2 Commissioners may exercise deliberation and voting rights in
writing. Chairperson shall dispatch the documents and reference
materials needed for the commissioners to exercise the rights
as set forth above one (1) week before the date of the meeting.
In such a case, the pertinent commissioner shall be deemed to
have attended the meeting.
3 In the event of absence of any legal experts among the
commissioners, the CDC may invite an outside legal expert with
ample experience and knowledge on healthcare and fair trade
to attend the meeting and to state his/her opinion on the legal
issues related to the agenda.
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2 A member company which receives the decision letter under
Paragraph 1 shall submit a written document of corrective actions
already taken or a plan for corrective actions to CDC within
15 days. If any advertisement or promotional materials using
printing, Internet or any other similar methods are determined by
the CDC as a code violation, the relevant member company, upon
receipt of the decision letter, shall immediately cease to use
or distribute the relevant violated materials, and in case of any

2 Notwithstanding the above, the CDC meeting may be
convened whenever there is consent of two thirds (2/3) of the
commissioners.

3 If a member company fails to accept the corrective actions
pursuant to the decision letter set forth in Paragraph 1, CDC may
notify the member company’s code violation and CDC’s measures
to KFTC and MOHW.
Separately from the above measures,
CDC may take any of the following measures:

The PAL and the Fair Competition Code
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Member companies shall cooperate with CDC’s investigation
regarding the provision of Paragraph 1.

Working Guideline

broadcasting advertisement, the relevant member company shall
cease to use it within 7 days.

4 CDC may establish or operate illegal drug distribution report
centers, working committees, etc., to supervise, investigate and
take measures against unfair business practices.

2
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Article 21
(Record Management by KRPIA)
KRPIA shall preserve the following materials for 5 years:

2. Information on CDC’s investigations and actions pursuant to
Articles 17 and 18.
KRPIA shall faithfully respond to requests to submit the
materials under Paragraph 1 made by the KFTC or MOHW.
2

Article 21
(Installation of Working Committee and Sub-Committee)
1 The CDC may set up and operate sub-committees for effective
deliberation and resolution of matters set forth under Article 17,
Paragraph 1 of the Code.
2 A s u b - co m m i t te e s h a l l b e co m p o s e d of t h re e ( 3 )
commissioners including one (1) outside commissioner, and
the chair of the sub-committee shall be designated by the
chairperson.
3 The authorities and operation of the working committees
under Article 17, Paragraph 4 of the Code and the subcommittees hereunder shall be as set forth in the Operation
Rules.

Article 22 (Appeal, etc.)

Article 22 (Meeting Minutes)

If a member company has an objection to the contents of
deliberation and resolution of the CDC, it may appeal in writing to
the CDC within 15 days from the date of notice of the contents of
deliberation and resolution of the CDC.

Minutes shall be prepared with regard to the proceedings of a
meeting of the CDC.

1

CDC shall re-deliberate and resolve the appeal set forth in
Paragraph 1 within 30 days, and notify the results to the relevant
member company.
2

3 CDC shall promptly take actions pursuant to its decision letter,
absent any appeal under Paragraph 1.

1

2 Recorded in the minutes shall be the agenda, the proceedings
of the meeting, the results thereof, dissenters and reason for
their objection, and the commissioners present at the meeting
shall write their names and affix seals or sign thereon. The
meeting minutes may be replaced with audio or video recordings
of each meeting.

KRPIA Fair Competition Code

Working Guideline

CHAPTER 4 SUPPLEMENT
Article 23 (Amendment to or Repeal of the Code)
Any amendment to this Code shall be subject to KFTC’s prior
review.

Addendum
1 (Effective Date) The Code shall become effective as of the
date of the decision notified by the KFTC
2 [Interim measure for filing reports regarding lectures and
consultations] The amended provisions of Article 16 of the Code
apply to lectures and consultations held from 1st January of 2018.

Article 23 (Conflict of Interest)
Commissioners who have conflict of interest in connection
with the agenda subject to deliberation and resolution shall
be excluded from the deliberation and resolution for the
pertinent agenda at the request of the party concerned or the
commissioner himself/herself, or ex officio by the chair. The
commissioner thus excluded shall be excluded from the number
of total commissioners participating in the resolution concerned.

Article 24 (Discovering and Reporting of Violations)
1 Any person who discovers a violation of the provisions of this
Code by member companies may report the occurrence of such
to the CDC within five (5) years from the date of the completion of
such acts.

The PAL and the Fair Competition Code
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1

1. Materials reported, submitted, notified by, member companies,
materials managed by KRPIA, and materials subject to
deliberation and decision by CDC pursuant to Articles 7, 8, 9, 10,
12, and 15; and

Working Guideline

2 If it acknowledges that a violation of the provisions of this
Code has been committed, the CDC may conduct the necessary
investigation ex officio in connection with reports made by any
person other than member companies.
3 The CDC may take the following measures if deemed
necessary for the investigation of this case:

1. Summon the parties concerned, interested parties, or
witnesses to a hearing and hear their testimonies;
2. Designate and invite expert witnesses;
3. Issue an order to a member company or its officer or employee
to present necessary information or materials, or to maintain
custody of the presented materials or information; and/or
4. Examine the materials submitted to KRPIA by the reported
members companies.
4 In the event a member company reported false information
intentionally or due to gross negligence, the CDC may impose a
penalty on the reporting member company.
5 The method and procedure of reporting shall be as
determined in the Operation Rules.
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Article 25 (Recommendation of Correction against
Breaches)

Article 28 (Suspension of Execution of Corrective
Order)

1 If a violation of the Code has been committed, the CDC may
establish the corrective measures and recommend the member
company concerned to comply with those measures.

1 In the event the person who has received a corrective order
files an appeal, and if it is deemed necessary for prevention
of irreparable damage which may arise from execution of the
order or continuation of the procedure, the decision to suspend
the execution of the order or continuation of the procedure
(hereinafter “Suspension of Execution”) may be made at the
request of the party concerned.

2 Any person receiving such recommendation as above shall
notify the CDC within ten (10) days of receiving the notice of
recommendation for correction as to whether or not he/she will
accept such recommendation.
3 If the person receiving the recommendation for correction as
above accepts it, corrective action shall be considered to have
been taken under this Code.

Article 26 (Opportunity to State Opinion)
1

2 The CDC may cancel the Suspension of Execution at the
request of the party concerned or ex officio in the event the
cause for the Suspension of Execution ceases to exist following
the decision of the Suspension of Execution.

Article 29 (Performance Guarantee)

Before issuing corrective actions or imposing penalties

in response to violations of this Code, the CDC shall give the
parties concerned (both the reporting party and reported
member company; hereinafter the same) and interested parties
opportunity to state their opinions.
2 The parties concerned or interested parties may be
summoned to attend a hearing of the CDC to state their opinions
or present relevant materials.

Article 27 (Temporary Order)
In the event an act of a member company is likely to incur
irreparable damage upon other member companies, the
chairperson may issue, at the request of the reporting party by or
ex officio, an order of commission or omission in connection with
the act concerned until deliberation or resolution by the CDC.

1
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The CDC may order the member company, which was found to

have repeatedly violated the Code three (3) times or more within
a year, to be audited by an outside legal expert, and to report the
result thereof to the CDC.
2 In the event the member company, which has received the
corrective order or was ordered to pay penalty, fails to comply
with the same, the CDC may notify imposition of order to relevant
HCPs or medical institutions, etc.

Article 30 (Indemnification)
Member companies shall not raise any legal claims against the
commissioners, KRPIA, or officers and employees of KRPIA in
connection with their performance of duties under the Code and
this Guideline.

Article 31 (Training Sales Personnel)

2 Member companies shall evaluate the performance of
duties by sales personnel regularly and continuously, and take
appropriate measures if they are found to have violated the Code
and the Guideline.

42
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1 Member companies shall regularly and continuously educate
all sales personnel interacting with HCPs to ensure compliance
with the Code and this Guideline.
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Article 32 (Education of Member Companies)

Article 36 (Calculation of Amounts)

1 KRPIA may set up an ethical business practice committee for
effective implementation of the Code.
2 The ethical business practice committee shall perform the
following duties and report the result thereof to the CDC

The price of goods under this Guideline shall be determined at the
fair market value of the goods concerned or similar goods, and
the price of goods without any market value shall be determined
at the cost incurred by the member company providing them.

1. Review and reply to inquiries of member companies concerning
interpretation of the Code;

Article 37 (Service of Documents)

2. Set up and implement plans to educate member companies
regularly about the Code
3. Support the education on the Code by member companies;
4. Prepare and distribute Q&A booklet in connection with the
Code; and
5. Prepare and distribute a manual on ethical business practices
to member companies.

Article 33 (Record Management by KRPIA)
1 Unless otherwise stipulated in this Guideline, KRPIA shall
ensure that only the officers, employees, commissioners of
KRPIA, or the relevant member companies have access to the
materials submitted by the member companies under Article 21,
Paragraph 1, Item 1 of the Code.

The management and submission of materials under Article
20 of the Code may be carried out electronically.
2

The provisions under Articles 14 through 16 of the Administrative
Procedures Act shall apply to the service of documents
hereunder.

Article 38(Confidentiality)
Any commissioners, and officers and employees of KRPIA, who
are working or have worked in connection with the duties under
the Code, shall not disclose or exploit for purposes other than
implementation of the Code the confidential information of
member companies acquired while in office.

The PAL and the Fair Competition Code
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Addendum
1

This Guideline shall become effective on the date of approval

by the CDC.

Article 34 (Appeal)
In the event the resolution cannot be made within the period
set forth under Article 22, Paragraph 2 of the Code due to
unavoidable circumstances, the CDC may decide to extend the
period up to 30 days.

Article 35 (Calculation of Periods)

44
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Article 156 (Starting Point of Computing Period) or Article 161
(Holiday and Maturity Point of Period) of the Korean Civil Code
shall apply in calculating the periods under the Code and this
Guideline.
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Article 3
(Definitions)

Article 3
(Definitions)

Article 3
(Definitions)

Question

In certain cases, Member Companies
may need to host product presentations
for healthcare professionals (“HCP(s)”)
who are not doctors or pharmacists (e.g.,
nurses, CT technicians and sonographers)
or support academic societies to
which the foregoing are members. Are
marketing activities targeting such HCPs
entirely prohibited?

Answer
(Marketing activities targeted at such HCPs may be hosted but
meals and beverages may not be provided at such events)
The Pharmaceutical Affairs Law (the “PAL”) prohibits provision
of economic benefits to medical personnel, medical institution
founders, or persons working for medical institutions for
purposes of sales promotion except where specifically
permitted under the Enforcement Rules of the PAL. The
Enforcement Rules state meals and beverages provided in
connection with product presentations can be provided only to
doctors, dentists, doctors of oriental medicine, pharmacists,
and herbal pharmacists. An authoritative ruling made by the
Ministry of Health and Welfare (the “MOHW”) on February
14, 2011 provides that while it is permissible to host product
presentations (marketing activities) targeting nurses, CT
technicians, and other persons working for medical institutions,
it is not permissible to provide food and beverages at such
events.

(To be determined on a case-by-case basis)
According to Articles 3(5) and 5(1) of the KRPIA Code, the Code
applies to relationships between a Member Company and
medical institutions or HCPs. According to the Guidelines on
Preparation of Expenditure Report on Provision of Economic
Does the KRPIA Code apply to cases Benefits published by the MOHW, a life science professor who
where a Member Company engages a life does not work for a medical institution would not fall under
science professor to conduct a clinical the definition of “pharmacists, herbal pharmacists, medical
trial?
personnel, medical institution founders, or persons working
for a medical institution,” whereas a life science professor who
works for a medical institution would. Accordingly, applicability
of the KRPIA Code would need to be assessed on a case-bycase basis taking into account the life science professor’s
affiliation.
(The KRPIA Code applies to doctors, dentists, doctors of
oriental medicine, pharmacists, and herbal pharmacists
licensed or qualified under the laws of the Republic of Korea.)
The KRPIA Code defines HCPs as “doctors, dentists, doctors of
oriental medicine, pharmacists, and herbal pharmacists.” Here,
Does the KRPIA Code apply to HCPs with
since “doctors” refer to doctors licensed by the MOHW, even
foreign nationality?
doctors with foreign nationality are HCPs subject to the KRPIA
Code if they are qualified under healthcare laws of the Republic
of Korea. On the other hand, HCPs who are licensed or qualified
outside the Republic of Korea are not deemed HCPs under the
KRPIA Code unless they are also licensed or qualified in Korea..

5

(See below)
According to a authoritative ruling made by the KRPIA’s Code
Article 5
What is the scope of “companies or other
Deliberation Committee (the “CDC”) in April 2011, a company
(Limitation on
entities with special ties with medical
or entity is considered “companies or other entities with
Presenting Money institutions, etc.” as stated in Article 5(4)
special ties with HCPs or medical institutions, etc.” if their
or Other Valuables) of the KRPIA Code?
representative is a licensed/qualified HCP or at least one third
of their executives are licensed/qualified HCPs.

6

(To be determined on a case-by-case basis)
According to a notification published by the Korea Fair Trade
Commission (the “KFTC”) (the Guidelines for Review of Unfair
Trade Practices), price discrimination is not illegal in the cases
where such is the result of reflecting “[t]he market situation or
differences in marginal cost based on factors such as quantity
of goods, transportation cost, role of the trading counterpart,
Article 5
and breakdown of goods.” Likewise, in practice, the KFTC
Is it permitted to offer discounted prices
(Limitation on
interprets the Monopoly Regulation and Fair Trade Law (“FTL”)
for products to medical institutions based
Presenting Money
to exceptionally permit “volume discounts based on quantity
on the quantity of goods traded?
or Other Valuables)
of goods ordered which reflect differences in marginal cost
of product supply” while the MOHW is of the view that pricing
deemed by the KFTC to be within boundaries of normal trade
practice are not punishable under the dual punishment system.
However, please note that it would be very likely that “offering a
discounted supply price based on the volume of orders during a
certain period, regardless of the quantity of individual orders,”
will be considered illegal.

7

Article 6
(Provision of
Samples)

(See below)
Unless there is a material difference in form, etc. or there are
What do you mean by the minimum special circumstances, e.g., where identification of form,
amount?
etc. is impossible with one minimum packing unit, it would be
reasonable to understand the “minimum amount” as referring
to providing one minimum packing unit on a single occasion.

8

Article 6
(Provision of
Samples)

(See below)
The “minimum packing unit” refers to the packing unit for
What do you mean by the minimum
products manufactured, imported, and sold pursuant to the
packing unit?
PAL that contains the minimum amount of pharmaceuticals
without opening the outside packaging container.

Article 6
(Provision of
Samples)

(See below)
Pursuant to Articles 5 and 6 of the KRPIA Code, provision of
samples is permitted only where specifically allowed under
the KRPIA Code. Accordingly, it is not permissible to provide
samples to individual employees of healthcare institutions’
pharmaceutical departments although it is permissible to
provide samples to healthcare institutions where such provision
can be deemed a provision to the institution and such samples
are provided in minimum packing units/minimum amounts.

9

Is it permissible to provide samples to
employees of healthcare institutions’
p h a r m a c e u t i c a l d e p a r t m e n t s fo r
purposes of having pharmaceuticals
registered on such institutions lists?
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항목

(No)
“[Coming] to Korea” refers to a foreign visitor coming to visit
Korea from a country outside Korea. Therefore, Korea may not
be considered as one of the five or more countries.
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No.

Article 3
(Definitions)

With regard to requirements applicable to
domestically-held international academic
conferences, may Korea be considered
as one of the five (5) countries mentioned
in the requirement “HCPs from five (5) or
more countries . . . must come to Korea?”
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12

13

Article 6
(Provision of
Samples)

(To be determined on a case-by-case basis)
With regard to products whose packaging has changed, the
CDC permits re-provision of samples only when there has
been a material change to the packaging which may create
Is it permissible to provide samples again
significant confusion to users of the product with regard
when a product’s packaging has changed?
to whether the relevant product is identical to the existing
product. Accordingly, a change of the name of the importer
or a minor change made to product packaging would not
qualify as a cause to provide samples again.

Article 6
(Provision of
Samples)

(To be determined on a case-by-case basis)
If HCPs are only responsible for writing prescriptions
while there are others responsible for administering
Is it permissible to provide samples of
pharmaceuticals in the healthcare institution, the
pharmaceuticals to an HCP affiliated with
reasonable interpretation would be that it is permissible
a healthcare institution to which such
to provide samples in minimum packing units/minimum
product is already being supplied?
amounts to allow the HCPs to identify the form and other
characteristics of the pharmaceutical product even when
the product is already being supplied to the institution.

Article 6
(Provision of
Samples)

(See below)
Provision of samples does not necessarily require separate
packaging. Accordingly, it is permissible to attach stickers
to normal products. Also, (i) it could be viewed that the
product license holder or the importer of the pharmaceutical
product engaged a domestic pharmaceutical company that
is a seller to provide samples; (ii) although [Annex 2] of the
Enforcement Rules of the PAL provides that an “enterpriser”
may hold product presentations for “pharmaceuticals of
the enterpriser” only, and therefore it is difficult to entirely
rule out the conservative view that an enterpriser can only
conduct product presentations for “pharmaceuticals of
the enterpriser,” both authorities and industry practice
appear to allow product presentations for products of other
pharmaceutical companies in the case of co-promotion, and
therefore such could also be similarly applied to samples;
and (iii) as of now, competent regulatory authorities
including the Prosecutor’s Office, the police, the KFTC, and
the MOHW have never found a domestic pharmaceutical

The KRPIA Code requires samples
be provided by the product license
holder. Is it permissible for a domestic
pharmaceutical company that is a seller
to provide samples by attaching stickers?

company that provided samples to have committed an illegal
act for such provision of samples alone. In overall consideration
of the facts described above, it appears possible for sellers to
provide samples. However, as [Annex 2] to the Enforcement
Rules of the PAL designates the product license holder and the
importer as those authorized to provide samples, it would be in
line with the rule to limit provision of samples by a seller to the
scope of work entrusted to the seller by the product license
holder and the importer, i.e., factual acts like forwarding or
delivery. Accordingly, a seller‘s random marking of samples and
provision of samples to persons of its choice may be considered
outside the scope of entrustment and would require caution.

13

14

Article 6
(Provision of
Samples)

Patients frequently ask questions on the
internet about how to use spray form
products – is it permissible to provide
additional samples for “patient training”
purposes (i.e., purposes other than to allow
identification of the product’s form)?.

15

Article 7
(Donations)

(No)
Article 5 of the KRPIA Code prohibits provision of any economic
Is it permissible to provide medical
benefits not specifically stated in the KRPIA Code. Accordingly,
journals to HCPs?
we believe it would be appropriate to follow the donation
procedures provided in Article 7 to provide medical journals.

Article 7
(Donations)

(See below)
According to Article 7(1), Item 3 of the KRPIA Code, an application
What are the necessary procedures for a for donation is to be filed by an academic society with the
medical/pharmaceutical academic society KRPIA. The CDC reviews such application and the KRPIA notifies
to seek donation for academic awards?
such review results to Member Companies. Afterwards, Member
Companies may make donations pursuant to the KRPIA’s
notification/results.

Article 7
(Donations)

(To be determined on a case-by-case basis)
Generally speaking, membership fees paid to entities must
be paid in exchange for rights that such Members are entitled
to. Accordingly, any portion exceeding the fair amount of
compensation for rights that the Member Company becomes
entitled to as an institutional member should be considered a
donation made to the academic society. If a Member Company
pays an amount in excess of the fair amount of compensation,
Is it permissible for a Member Company to
such would likely be considered a violation of the KRPIA Code.
join an academic society as an institutional
For example, if the right that the Member Company is entitled
member and pay membership fees to an
to as an institutional member is an advertisement opportunity
academic society?
at a conference venue, the Member Company would be
required to comply with the restrictions on, and procedures for,
advertisements in Article 15 of the KRPIA Code. Meanwhile, in
cases where the Member Company is entitled to an opportunity
to have its executives/employees attend an academic
conference, such would likely not be deemed legitimate since
academic conferences are generally held among HCPs for the
purpose of sharing pharmaceutical information.

16

17

(No)
Neither the PAL nor the KRPIA Code provide grounds to provide
samples for patient training, and provision of samples for
training purposes appears to exceed the scope of reasonable
interpretation of the current wording of the rule.
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Article 6
(Provision of
Samples)

(To be determined on a case-by-case basis)
[Annex 2] of the Enforcement Rules of the PAL permit
provision of samples to “healthcare institutions.” A strict
interpretation of this rule would be that samples must be
provided to responsible department within healthcare
Is it permissible to provide samples to an institutions or, where the institution lacks such department,
HCP who is not affiliated with a healthcare to HCPs under the supervision of such healthcare institution.
institution?
Meanwhile, as private hospitals are also considered
“healthcare institutions” under the current National Health
Insurance Law (“NHIL”), it appears permissible to provide
samples to doctors operating private hospitals since
they would be considered affiliated with such healthcare
institution.
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20

21

22

50

What is the date of notice for Member
Companies’ requests for selection as
donation recipient or the requests for
donation by healthcare institutions?

Article 7
(Donations)

(No)
The KRPIA Code does not provide a specific ceiling amount for
cases where a Member Company donates pharmaceuticals for
Is there a ceiling amount for donations charitable purposes. However, the Member Company would
made in the form of pharmaceuticals need to comply with the principles applicable to donations
for charitable purposes?
set forth in Article 7(1) Item 1 of the KRPIA Code and donate
an amount of pharmaceuticals within boundaries which are
necessary for the healthcare institution’s charitable activities in
line with Article 7(4) of the KRPIA Code.

Article 7
(Donations)

(See below)
“Donation receipts, etc.” under Articles 7(4) and 7(1) Item 5 of
What type of receipts must be the KRPIA Code and Article 7(4) of the Working Guidelines
submitted as evidence when making ex (the “Working Guidelines”) include evidentiary documents
post facto reports for pharmaceuticals that show receipt of the donation and the type and quantity
donated for charitable purposes?
of pharmaceuticals received, e.g., receipts for designated
donation, receipts issued by the recipient, and delivery notes
and delivery confirmation notes for pharmaceuticals.

Article 7
(Donations)

(See below)
It is the current practice of the KRPIA to give a notice within five
business days from the date of approval by the CDC for donation
requests or the date of request for selection.

24

25

(Yes)
If the incorporated association has special ties with an HCP
or healthcare institution, donations to the association must
Is it permissible for a Member Company
be made in accordance with Article 7 of the KRPIA Code. If
to donate pharmaceuticals to an
not, the KRPIA Code would not apply to the donations made
incorporated association for volunteer
to the incorporated association. In both cases, however, the
work?
donations must comply with the requirements and procedures
provided in Article 23 of the PAL and Article 32 and [Annex 1-2]
for the Enforcement Rules of the PAL.

Article 7
(Donations)

(No)
Donation of pharmaceuticals for medical/pharmaceutical
Do donations of pharmaceuticals for
research purposes are considered donations for medical/
medical/pharmaceutical research
pharmaceutical purposes and not donations for charitable
purposes fall under “donations of
purposes. Accordingly, Article 7(4) of the KRPIA Code does not
pharmaceuticals for charitable
apply to these types of donations, and Member Companies will
purposes?”
have to comply with Article 7(1) of the KRPIA Code by requesting
selection of recipient healthcare institutions to the KRPIA.

Article 7
(Donations)

(No)
According to Article 7(1) Item 3 of the KRPIA Code, healthcare
institutions are the entities authorized to carry out academic
award projects pursuant to CDC authorization, and accordingly,
distribution of templates to promote such academic awards
is within the business scope of healthcare institutions. If a
Member Company distributes templates on behalf of healthcare
institutions, such activity may be deemed problematic as
provision of labor and benefits beyond the authorized scope.
This seems to be in line with other provisions which do not
permit direct donations to healthcare institutions or HCPs,
except for those donations made in accordance with Articles
7(1) Item 4, 7(1) Item 2, and 7(1) Item 3 of the KRPIA Code.

Is it permissible for a Member
Company to create and distribute a
template for announcing academic
awards in order to promote academic
awards it supports pursuant to CDC
authorization?

26

27

Article 8
(Support for
Hosting or
Operation of
Academic
Conferences)

With regard to international academic
conferences not hosted by a domestic
academic society or by a domestic
academic society on behalf of a third party,
and relevant expenses (e.g., support fees,
booth fees) are received by an academic
society located overseas, would such
conferences require acknowledgement
from the Korean Medical Association
(KMA) or the Korean Academy of Medical
Sciences (KAMS) as a domestically-held
international conference?

(To be determined on a case-by-case basis)
The KRPIA Code provides requirements and procedures
for hosting or operation of “domestically-held” academic
conferences. Accordingly, if an overseas academic society hosts
an international academic conference that has no relation to a
domestic academic society, support for hosting or operation of
such academic conference would not be subject to the KRPIA
Code. An overseas academic society holding an international
academic conference domestically will be required to comply
with requirements and procedures in the KRPIA Code, and each
subparagraph of Article 8 (1) of the KRPIA Code allows provision
of support for hosting or operation to academic societies
acknowledged by the KRPIA Code in addition to academic
societies approved by the Korean Medical Association, etc.

Article 8
(Support for
Hosting or
Operation of
Academic
Conferences)

To what cases would Article 8 (1) of the
Guidelines (below) apply and what points
require caution? "Costs (traveling expenses
and speaker fee, etc.)
associated with an overseas speaker (who
is not an HCP under the Code, is employed
overseas when the academic conference
is held and whose medical and/or
pharmaceutical knowledge and expertise
is recognized) invited by a Member
Company for a product presentation held
during an academic conference may be
provided by the Member Company directly
to the overseas speaker.”

(To be determined on a case-by-case basis)
As a rule, when supporting the hosting or operation of an
academic conference, support must not be provided directly
to HCPs attending the academic conference as a speaker
or participant but to the institution/organization hosting the
academic conference. However, if a foreign speaker who is not a
domestic HCP subject to the KRPIA Code is invited as a lecturer
for a product presentation held during an academic conference,
relevant payments can be made to the speaker directly without
going through the host institution/organization of the academic
conference. Specific point of caution require review on a caseby-case basis.

Article 8
(Support for
Hosting or
Operation of
Academic
Conferences)

(To be determined on a case-by-case basis)
The answer would depend on whether such payment is
considered economic benefits provided to HCPs, which is
determined based on the type and content of the material and its
independent economic value. For example, (i) text books, books,
How should costs for making booklets research papers and journals have marketability and therefore
distributed at a satellite symposium held would be considered economic benefits provided to HCPs. For
during a domestically-held international these items, it would be safer to make payments in the form
academic conference be made?
of support for hosting or operation of academic conferences
as prescribed in the KRPIA Code. Meanwhile, (ii) in the case of
company promotion materials and brochures, etc. containing
information on pharmaceuticals, which likely do not constitute
economic benefits to HCPs, pharmaceutical companies may
directly bear costs to create and distribute the materials.

Article 8
(Support for
Hosting or
Operation of
Academic
Conferences)

(No)
According to Article 10(1) of the KRPIA Code, product
presentations held during academic conferences are considered
part of academic conferences, support payments for which
should be made to academic societies in accordance with
the provision governing support for hosting and operation
of academic conferences. Direct payment to a hotel that
is the operator of the event venue, is not permitted (MOHW
ruling). Here, academic conferences include domestically-held
international academic conferences and therefore,

Is it permissible to directly pay for
hotel and other necessary expenses in
the case of satellite symposiums held
during domestically-held international
conferences?
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27

direct payments of necessary expenses to hotels are not
permitted in connection with satellite symposiums held during
such domestically-held international academic conferences.

28

29

30

31

Article 8
(Support for Hosting
or Operation
of Academic
Conferences)

Is it permissible to support academic
conferences held by an institution
affiliated with a certain university
pursuant to Article 8 of the KRPIA
Code ?

(No)
According to decisions rendered by the KRPIA in April 2012 and by
the CDC in April 2018, a research center/institution affiliated with
a certain university is considered a healthcare institution even
when it is a separate entity from the university hospital in form,
and accordingly, academic conferences hosted by such research
center/institution may not be supported pursuant to Article 8 of
the KRPIA Code.

Article 8
(Support for Hosting
or Operation
of Academic
Conferences)

Is it permissible to hold a product
p r e s e n t a t i o n w i t h fo o d a n d
beverages worth up to KRW 100,000
(VAT excluded) for domestic HCPs
attending an overseas academic
conference?

(No)
The exception provided in the PAL and the KRPIA Code applies
only to product presentations held “domestically.” Accordingly,
product presentations held overseas (and meals and beverages)
will be considered benefits separate from those related to
overseas academic conferences and therefore are not permitted.

If a Member Company supports
an academic society hosted by an
overseas academic society which
targets domestic and overseas HCPs,
is such support subject to the KRPIA
Code?

(Yes)
According to Articles 3(8) and 8(1) of the KRPIA Code, academic
conferences targeting domestic HCPs are subject to Article 8 of
the KRPIA Code regardless of the host organization. Accordingly,
the academic conference in question is also subject to the
procedures required for supporting the hosting and operation
of academic conferences under Article 8 of the KRPIA Code.
Also, as Article 5 of the KRPIA Code (“deemed direct provision”)
also applies to cases where an overseas head office or affiliate
of a domestic branch office provides support for hosting of an
academic conference and the domestic branch office could have
been aware of such support, the procedures in Article 8 of the
KRPIA Code also apply to such cases.

Article 8
(Support for Hosting
or Operation
of Academic
Conferences)

Article 8
(Support for Hosting
or Operation
of Academic
Conferences)

Article 8
(Support for Hosting
or Operation
of Academic
Conferences)

Is it permissible to provide support
for an academic conference held
overseas by an overseas academic
society whose key members are
domestic HCPs?

(No)
Support of an overseas academic society whose key members
are domestic HCPs is subject to the KRPIA Code because such
support entails a tie between a Member Company and domestic
HCPs. According to Article 8 of the KRPIA Code, support can be
provided for hosting or operation of academic conferences that
are “held domestically.” Therefore, Member Companies may not
support the hosting or operation of the academic conference in
question..

(No)
According to the KRPIA Code, an academic conference is
“any event held for the purpose of supporting medical or
Is it permissible to support academic pharmaceutical research and education of HCPs by providing
conferences whose agendas include HCPs with medical/pharmaceutical related scientific or
tourism or entertainment in addition educational information, irrespective of titles or forms, such
to the conference?
as conferences, symposia, seminars, academic events, etc.”
that are not hosted by a Member Company. Accordingly, it is
not permissible to provide support for hosting or operation of
academic conferences that include tours or other entertainment.

What are the answers to the following
questions regarding Article 8(6) of the KRPIA
Code (“Code”)?
“There is no limit on the amount of voluntary
support that may be provided by a member
company in the form of booth leasing or
advertisements. When Article 8 (Support of
Hosting or Operation of Academic
Conferences), Article 7 (Donations) or Article
15 (Exhibition/ Advertisement) are in conflict,
Article 8 shall take precedence.”
- What does it mean for Article 8 to take
precedence when Article 8 and Article 15 are
in conflict?
- If a member company supports an
academic conference according to Article
8 of the Code and is given an opportunity
to install booths and place advertisements,
is it possible to provide additional support
through booths and advertisements under
Article 15?

(See below)
- Article 8 (6) of the Code provides that, in terms of support of
hosting or operation of academic conferences, there is no limit
on the amount of voluntary support which may be provided by
a member company through booth leasing or advertisements,
and when Article 8 and Article 15 are in conflict, Article 8 takes
precedence. This means that, if Article 8 takes precedence in
application and the requirements and procedures for Article
8 are observed, there is no limit on the amount of additional
support. Accordingly, in principle, the maximum amount for
booth fees under Article 15 will not apply.
- If a member company is given an opportunity to install booths
or place advertisements pursuant to Article 8, there would be
less need to receive separate and additional support pursuant
to Article 15 of the Code. Given that Article 15 of the Code
imposes a limit on booth installations and advertisements, it
is not permitted for a member company to provide support in
the form of booths and advertisements where the company is
supporting the academic conference pursuant to Article 8.
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Article 9
(Sponsorship
Do “universities” in Article 9(1) Item 3 of the
for Participation KRPIA Code include all universities including
in Academic
medical schools and general universities?
Conferences)

(See below)
In light of the purpose and aim of the KRPIA Code, it would
be reasonable to narrow the scope to schools of medicine,
dentistry, oriental medicine, and pharmacy.
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(No)
As transportation expenses are fees paid for means of
Article 9
Does the “out-of-pocket expenses for transportation, visa issuance fees do not fall under this
(Sponsorship
transportation, registration, meal, and category. Also, as visa issuance fees do not fall under the list of
for Participation
accommodation” stated in Article 9 include items available for support in Article 9(4) of the Guidelines, visa
in Academic
visa issuance fees?
issuance fees are outside the scope of permitted sponsorship
Conferences)
for participation in academic conferences set forth in Article 9
of the Guidelines.
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Article 9
(Sponsorship
for Participation
in Academic
Conferences)

33
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Article 8
(Support for
Hosting or
Operation of
Academic
Conferences)

Is it permissible to have domestic HCPs
participate as trainees in an overseas
training sponsored by the head office of a
Member Company and have the Member
Company bear relevant expenses?

(No)
The current KRPIA code does not allow participation of
domestic HCPs as trainees in an overseas training sponsored
by the head office of a Member Company or the Member
Company in Korea to bear relevant expenses as such would
neither constitute a sponsorship for participation in academic
conferences nor a product presentation.

If an overseas academic society hosting an
overseas academic conference entrusts
Article 9
some of its work, e.g., paying domestic
(Sponsorship
HCPs, to a relevant domestic academic
for Participation society or an agency in writing, would it be
in Academic
permissible for such overseas academic
Conferences)
society to pay the attendees via the
domestic academic society or the agency
entrusted with such work?

(Yes)
In light of the meaning of the PAL and Article 9(2) of the
KRPIA Code which require hosting organizations to sponsor
participation of academic conferences and also relevant
practice, it would not be illegal for an overseas academic
society to engage a relevant domestic academic society or an
agency (where a relevant domestic academic society does not
exist or where it is difficult to seek business assistance from
such academic society) in writing to provide a sponsorship in
accordance with the requirements and procedures set forth
in Article 9(2) of the KRPIA Code. This is also the position the
MOHW took in its authoritative ruling.
53
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Article 9
(Sponsorship
for Participation
in Academic
Conferences)

What are the requirements for the
power of attorney that is required to
be submitted by a relevant domestic
academic society when applying for
participation in an overseas academic
conference?

Article 9
(Sponsorship
for Participation
in Academic
Conferences)

(See below)
This requires the signature of the representative of the
overseas academic society, e.g., the president or the
chairman. A power of attorney signed by the head of
Who may sign a power of attorney of an
an organizing committee temporarily operated for the
overseas academic society hosting an
academic conference would not be considered a power of
overseas academic conference?
attorney by the representative of the overseas academic
society. However, directors or the head of an organizing
committee authorized by the representative can sign on
behalf of the representative after stating such fact.

If an HCP working in a rural area commutes
to work from Seoul, is it permissible to
hold a product presentation for a single
healthcare institution in Seoul and provide
a meal to such HCP in the evening?

(No)
Articles 3(9) and 10(4) of the KRPIA require product
presentations for single healthcare institutions be held
by employees of the Member Company by visiting the
relevant healthcare institutions to provide information on
pharmaceutical products of the member company, the
product presentation/meal at issue would be outside the
scope of provision of food and beverages permitted under
the KRPIA Code.

Article 10
(Product
Presentation)

Is it permissible to visit a single healthcare
institution at lunch time to hold a product
presentation for an HCP working for the
institution and pay a separate visit for a
meal with the HCP at a nearby restaurant
at dinner time?

(No)
Provision of food and beverages to HCPs attending product
presentations under Article 10(4) of the KRPIA Code is
incidental to holding presentations and therefore, the meal
in question is outside the scope of provision of food and
beverages permitted under the KRPIA Code due to the time
gap between the meal and the presentation.

Article 10
(Product
Presentation)

(See below)
According to Article 2(3) of the KRPIA Code which requires
activities be conducted in appropriate venues in accordance
Is there a distance limit on the venue for
with the purpose of such activities, food and beverages must
providing food and beverages to HCPs in
be provided at a cafeteria within the healthcare institution
connection with single institution product
or at a nearby restaurant. Each Member Company is advised
presentations?
to set up a specific and objective standard to determine
“nearby” taking into account the characteristics of the
company, relevant products, and regional characteristics.

Article 10
(Product
Presentation)
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Article 10
(Product
Presentation)

What are the requirements
for automatic approval for
product presentations for which
Member Companies provide
accommodations?

(See below)
Member Companies that wish to provide accommodation to HCPs
attending product presentations are required to seek approval
from the KRPIA by applying for approval 60 days before the product
presentation (Article 10(2) of the KRPIA Code). According to a
decision by the CDC (April 2011), the requirements for automatic
approval for product presentations with accommodations are as
follows.
- The presentation must be attended by at least 30 people.
- In the cases where 20% or more attendees are provided with
accommodation, there must be agendas for both days.
- In the cases where 20% or more attendees are provided with
accommodation, the actual lecture time must be at least four hours.
- In the cases where accommodation is provided for a one day event,
accommodation must be provided to less than 20% of all attendees
and the actual time of lecture must be at least two hours.
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Article 10
(Product
Presentation)

In the case of product
presentations with
accommodations, is it
permissible to provide
accommodations to attendees
who reside in a proximate area?

(No)
According to a decision by the CDC (April 2011), accommodations
cannot be provided to attendees who live in proximate areas. The
Member Company will have to determine a reasonable scope of
“proximate,” taking into account administrative districts and physical
distance.

Article 10
(Product
Presentation)

Do online product
presentations require prior
reporting to the KRPIA?

(Yes)
Under the Code, a product presentation means a domestically-held
event for multiple or single medical institutions for the purpose of
providing information on the company’s pharmaceuticals. Given that
the Code does not limit the manner in which product presentations
are conducted, product presentations by means of online video
would also constitute product presentations under the Code, and
therefore should be reported to KRPIA. However, if the no economic
benefits are provided to the attendees of such product presentation,
then reporting would not be required.

Article 10
(Product
Presentation)

If accommodations are
provided to lecturers but
not attendees of a product
presentation, would the
event require 60 day prior
approval by the KRPIA
because it constitutes a
product presentation with
accommodation?

(Prior reporting/approval required)
Article 10 (2) does not limit the scope or subject of product
presentations with accommodation which require prior approval.
Accordingly, in the case where HCPs participating in the product
presentation are scheduled to receive accommodations, the
company would need to obtain prior approval pursuant to the 60 prior
approval procedure set forth under the Code.

Is an event at which HCPs obtain
credits viewed as a product
presentation?

(See below)
It is not advisable to support training and education (e.g., education
sessions provided by the Korean Medical Association at its education
center) events at which HCPs obtain credits in order to maintain their
qualifications (as required under the Medical Service Act) in the form
of a product presentation because such could be deemed a violation
of Article 10 (5) of the KRPIA Code and also because such event
would fit the original purposes product presentations – providing
pharmaceutical information.
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Article 10
(Product
Presentation)
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(See below)
When engaging a relevant domestic academic society to
perform work necessary for domestic HCPs applying for
participation in an overseas academic conference, the
relevant power of attorney must state the content and scope
of the entrusted work. Therefore, the name of the hosting
organization, the name of the academic conference, the
hosting venue, period, the name of the relevant domestic
academic society entrusted with the work, a statement
to the effect that work necessary for sponsorship for
participation by domestic HCPs is being entrusted, the date
of entrustment, and the signature of the representative
of the hosting organization are necessary. A sample is
available on the KRPIA website.
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Article 10
(Product
Presentation)

(To be determined on a case-by-case basis)
Providing food tickets to HCPs is permitted if such is done to
allow HCPs have meals at a company-designated cafeteria at
the place of event on the event date but anything beyond the
Is it possible to provide food &
foregoing (i.e., providing a ticket for one meal on the event
beverage tickets to HCPs at a product date) is prohibited as such would be considered as providing
presentation?
securities. Also, even in the permitted case, members should
ensure that only one ticket is provided to and used by each
HCP (in contrast to allowing an expensive ticket be shared
and used together by several HCPs), in order to make clear
the amount spent by each HCP.

Article 10
(Product
Presentation)

At a one-day product presentation
event that ends at 9:00 p.m. (a time
where taking a KTX or express bus home
would be difficult), would it be possible
to provide a shuttle bus or other means
of transportation within an appropriate
amount of travel expenses for HCPs who
intend to go home instead of staying at
accommodations?

(Yes)
In 2015, the Code Deliberation Committee determined that
means of separate transportation may be provided if there is
proof of an objective need for such provision, such as a case
where a product presentation ends late at night, making it
difficult to use public transportation such as KTX or express
bus. However, such provision of separate transportation
would be permitted only within amounts of travel expenses
for 1 person that would be deemed appropriate under social
norms.

Article 10
(Product
Presentation)

With respect to support for actual travel
expenses in connection with product
presentations, is it permitted to subsidize
a certain amount of money for fuel costs,
toll fees, parking fees, etc. depending on
the travel distance for HCPs who drive
their own car?

(Yes)
It is allowed to provide “actual transportation expenses under
pharmaceutical laws and regulations and “travel expenses
equivalent to the actual expense” pursuant to 10 (1) of the
Code. As such, in theory, fuel costs, toll fees, and parking
fees would constitute transportation expenses but it should
be noted that only actual expenses which can evidenced by
objective materials may be provided.

Article 10
(Product
Presentation)

(No)
According to Article 3 (9) of the Code, a product presentation
Does education on tax, law, or
refers to an event held by a member company for the purpose
management related to medical business
of providing information on its own pharmaceuticals.
constitute a product presentation?
Therefore, such education would not constitute a product
presentation permitted under the Code.

If a member company executes a
service agreement with a business that
independently manages its own sales
targets and costs without the interference
of the member company, and if such
business hosts a product presentation for
the member Company’s product, then is
the member company obligated to file a
report?

(Yes)
According to Article 5 (3) of the Code, when a member
company provides money or other valuables to medical
institutions, etc., or HCPs via a wholesaler or marketing
agency (a company delegated by the member company
to promote its pharmaceuticals), the member company
shall be deemed to have directly provided such money
or other valuables. Given that the counterparty business
of the service agreement in this case is “a company that
is delegated by the member company to promote its
pharmaceuticals,” if such counterparty business hosts a
product presentation for the member company’s product in
accordance with the service agreement, then such product
presentation is that of the member company under the
Code regardless of whether the counterparty business
independently manages its own sales targets and costs.

Article 10
(Product
Presentation)

If an overseas affiliate of a domestic
member company hosts a satellite/
luncheon symposium during an overseas
academic conference, in which domestic
HCPs participate; can the member
company pay for part or all of the
symposium costs?

(See below)
In light of Articles 3 (9), 5 (3) Item 1, and 10 (1) of the Code and
Article 5 (1) of the Guidelines, it would be difficult to view
that the overseas affiliate has violated the Code for hosting
a satellite/luncheon symposium at an overseas academic
conference in which some HCPs participated. However,
given the purpose of the foregoing provisions that limits the
member company’s product presentations to those held
domestically, a member company’s payment of some or all
of the costs would exceed the scope permitted under the
Code.

Article 10
(Product
Presentation)

During an overseas academic conference,
can a member company host a product
presentation that offers food & beverages
only within the amount of KRW 100,000
to domestic HCPs participating in the
academic conference?

(No)
According to Article 3 (9) of the Code, a member company
may host a product presentation that offers food &
beverages domestically only. Therefore, it would not be
permitted to host a product presentation overseas that
provides food & beverages.
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Article 10
(Product
Presentation)

In the case of a product presentation
held in the evening, if accommodation
is provided only to some HCPs who live
in remote areas, would the member
company be required to seek prior
approval for the event?

(Yes)
According to Article 10 (2) of the Code, it would be reasonable
to view that the member is required to obtain prior approval
to provide accommodation to some HCPs participating in
the product presentation.

57

Article 10
(Product
Presentation))

In the case of a single institution product
presentation that offers food & beverages,
what is the standard to determine
compliance with the four times per month
limitation: by company or by product?

(See below)
According to Article 10 (4) of the Code and Article 10 (3) of the
Guidelines, as each company is obligated to observe such
limit, it is advisable to view that each company may provide
food & beverages up to four (4) times per month.
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Article 10
(Product
Presentation)
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Article 10
(Product
Presentation)

(See below)
- Pursuant to Article 10(1) and the Guidelines, food &
beverages, including tea & snacks, may be provided within
the amount of KRW 100,000 per meal. For instance, at
an event held from 10:00 a.m. to 3:00 p.m., it would be
Is it permitted for a member company to acceptable under social norms to provide one meal (lunch).
provide the following to HCPs
Thus, if tea & snacks are provided before or after lunch, then
participating in product presentations?
the total costs of lunch and tea & snacks should not exceed
- Tea & snacks
KRW 100,000 per person (excluding tax and volunteer fees).
- Driver-for-hire fees
- Fees for driver-for-hire services are incurred when HCPs are
too intoxicated to drive, so it is difficult to view that, under
social norms, such fees are related to product presentations
that are aimed at delivering pharmaceutical information. As
such, such fees would not be considered “actual expenses”
under the Article 10 (1) of the Code and Guidelines.
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Article 10
(Product
Presentation)

When medical department personnel
responsible for clinical trials meet with a
HCP to discuss clinical trials and provides
food & beverages, is it also subject to the
four times per month limit applicable to
single institution product presentations?

Article 10
(Product
Presentation)

(See below)
Whether or not a given organization has multiple institutions
Do product presentations targeted at should be determined by the unit of its medical institutions.
the main and branch institutions of OO If the main and branch institutions of a university hospital
University hospital constitute multiple were established as separate medical institutions, then
institution product presentations?
product presentations to HCPs working for the two
institutions constitute product presentations targeting
multiple institutions.

Article 10
(Product
Presentation)

(See below)
When reimbursable over-the-counter drugs that constitute
If a product presentation is provided for
pharmaceuticals under the Code are included in the
non-reimbursable over-the-counter drugs
academic conference, even if each member company
at an academic conference, is it subject to
promotes non-reimbursable over-the-counter drugs only, it
the Code?
would be reasonable to view that such product presentation
is subject to the Code.

Article 10
(Product
Presentation)

(See below)
Given that the Code requires HCPs from multiple medical
institutions to “participate” in product presentations,
when holding an online product presentation, a member
must ensure that HCPs participate in the presentation
by gathering to view the web symposium video and/or
have Q&A sessions. In this case, food & beverages may be
provided. However, for a product presentation where HCPs
are simply provided access codes to a video rather than
invited to participate in a presentation along with other
HCPs from multiple institution(s), the MOHW is of the view
that such events do not constitute a product presentation at
May a member provide souvenirs,
which economic benefits such as food & beverages may be
promotional aids, and/or food & beverages
provided pursuant to the PAL. Due to policy considerations
in connection with online product
such as the fact that online product presentations have
presentations?
a high risk of abuse given the nature of the internet, and
the fact that Table 2 of the Enforcement Rules of the
PAL and the Code enumerate travel and accommodation
expenses as economic benefits that may be provided to
the participating HCPs, the MOHW’s interpretation is that
product presentations at which economic benefits may be
provided should be limited to presentations which involve
“physical gatherings.”In addition, according to Sections
7.5.1.1 and 7.5.1.2 of the revised IFPMA Code which becomes
effective as of January 1, 2019, gifts for personal benefit may
not be provided to HCPs – therefore, souvenirs constituting
the foregoing may neither be provided.
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However, promotional aids for over-the-counter drugs may be
provided if they are of minimal economic value and quantity and
relevant to the practice of HCPs.
Providing promotional aids in relation to the promotion of
prescription drugs is prohibited in principle, but pens or notepads
of minimal value can be provided for note-taking purposes for
attendees of online product presentations (they shall be companybranded only, without mentioning product names).
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Article 10
(Product
Presentation)

(Yes)
As medical institutions include pharmacies and pharmacists are
May a member visit individual
HCPs according to Articles 3 (4) and 3 (5) of the Code, it is possible
pharmacies to conduct product to visit individual pharmacies and provide product presentations
presentations? If yes, please
to pharmacists – which would constitute single institution product
describe any points of caution.
presentations. Thus, it is permitted to provide food & beverages
(four times a month) within the limit of KRW 100,000 per day for the
purpose of delivering information on pharmaceuticals.

Article 11
(Provision of
Pharmaceuticals
for Clinical
Activities)

(See below)
In order to provide food & beverages or compensation, it would be
advisable to prepare supporting materials evidencing the meeting
is necessary to ensure an effective clinical trial and to conduct the
Is it possible to provide food
clinical trial in accordance with a written agreement that sets forth
& beverages or compensation
the economic benefits to be provided by the member company
at a researcher meeting held and the details of services to be provided by the researchers at the
before execution of clinical trial meeting. The economic benefits to be provided to the researchers
agreements for the purpose of should be commensurate to the services provided by the
preparing clinical trials?
researchers at the researchers meeting. In order to make it clear
that the meeting is not focused on providing food & beverages,
the member should exercise caution in selecting the purpose and
instances of providing food & beverages, the total amount, the
attendees, place, menu, etc.
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Article 11
(Provision of
Pharmaceuticals
for Clinical
Activities)

Is it possible for a member
company to pay for the amount for
a domestic researcher to attend
an overseas researchers meeting
for the purpose of conducting
multinational clinical trials?

(To be determined on a case-by-case basis)
In order to provide food & beverages or benefits, it is advisable to
prepare supporting materials to prove a need for such meeting of
researchers for an effective clinical trial and conduct clinical trials
in accordance with a written agreement that sets forth economic
benefits to be provided by the member company and the details
of services to be provided by the researchers at the meeting of
researchers. Economic benefits to be given to the researchers
should be equivalent to the services provided by the researchers
at the researchers meeting. As overseas researchers meetings
offer different economic benefits, it is required to examine the
legitimacy of each case.
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Article 11
(Provision of
Pharmaceuticals
for Clinical
Activities)

(Case-by-case analysis required)
Can a member company pay for the
If the company reserves the rights to the study results and needs
costs of publishing the results of a
to promote such results to multiple HCPs by publishing them in
company-sponsored study on an
an academic journal to promote its own pharmaceuticals, the
academic journal?
company may pay for the costs of publication.
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(See below)
If there is no product presentation during the meeting and
the meeting is held for the purpose of discussing clinical
trials pursuant to an agreement on clinical trials (e.g., a
meeting with researchers), such meeting would not be
subject to the limit since it would be irrelevant to product
presentations. In contrast, a meeting to promote a member’s
pharmaceuticals which is irrelevant to clinical trials would
constitute a product presentation subject to the limit.
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However, if the company does not have any right to the study
results and pays for the publication costs merely on HCPs’
behalf, it would be difficult to be considered legitimate. Even
in the former case, the member should pay for the costs on
the condition that its sponsorship is legitimate in itself, and
the payment should be made only if it is provided for in the
study sponsorship agreement that the publication costs are
part of sponsorships.
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Can the pharmaceuticals provided for
(No)
investigator initiated clinical trials be
Provision of pharmaceuticals for investigator initiated
donated pursuant to Article 7 (Donations)
clinical trials is not subject to Article 7 (1) of the Code.
of the Code?

Article 12
(Market Survey)

(See below)
When Article 12 of the Guideline was revised, the provision
that allows a member company to provide money or
May a member company personally
other valuables in return for its own market surveys was
conduct a market survey on HCPs and deleted. Given the foregoing, it is reasonable to view that
provide money or other valuables in a member company is not permitted to provide money or
return?
other valuables to HCPs in return for their participation in
its own market survey. The member company is permitted
to conduct its own market surveys without giving money or
other valuables in return for the survey participation.

Article 12
(Market Survey)

(See below)
In market surveys, what is the basis for The response time is calculated by considering the number
determining that a response time would and difficulty of questions in a market survey and the
take longer than 30 minutes?
estimated average response time spent by ordinary HCPs
working in the relevant area.

Article 12
(Market Survey)

If a company conducts a market survey
according to the provisions of the
Code that are not permitted under the
Pharmaceutical Affairs Act (“PAL”), what
liabilities would the company assume for
violation of the PAL?

(See below)
It is understood that, as per the responsible ministry’s
determination, market surveys are not permitted as the
company’s promotional activities under the Enforcement
Rules of the PAL. If a market survey is conducted in
compliance with all requirements and procedures
prescribed in the Code, the market survey will likely not
be deemed as a provision of illegal economic benefits for
promotional purposes in violation of the PAL.

Article 13
(Post-Marketing
Surveillance
Study)

For general hospitals and clinics, does the
amount indicated as asterisk include tax?
According to Article 13 (1) Item 5 of the
Code, remuneration to HCPs participating
in a post-market surveillance study
(“PMS”) shall be KRW 50,000 (*) or less
per case report, an appropriate amount
of remuneration of up to KRW 300,000
may be paid per case report in the event
additional survey is required due to rare
disease cases provided under the PAL
and the relevant regulations of the MFDS,
long-term monitoring, or frequent and
significant adverse effects.

(See below)
If the remuneration is directly paid to individual researchers,
it includes tax. If it is paid to medical institutions, it should be
exclusive of the relevant VAT.
- The amounts paid to medical institutions:
KRW 50,000 (excluding tax), KRW 300,000 (excluding tax)
- The amounts paid to individuals : KRW 50,000 (including
tax), KRW 300,000 (including tax)

Article 13
(Post-Marketing
Surveillance
Study)

(See below)
According to Article 13 (1) of the Guidelines, in principle, study fees
shall be KRW 50,000 per case report to HCPs participating in a PMS.
When may a member pay more However, it also provides that remuneration of up to KRW 300,000
than KRW 50,000 of study fees may be paid per case report in the event additional survey is required
per case report?
due to rare disease cases provided under the PAL and relevant
regulations of the MFDS, long-term monitoring, or frequent and
significant adverse effects. Therefore, for the appropriate reasons,
up to KRW 300,000 may be paid as study fees.
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Article 13
(Post-Marketing
Surveillance
Study)

(To be determined on a case-by-case basis)
It is acceptable to pay study fees to an HCP participating in the PMS
who has dropped out for reasons not attributable to him/her for
May a member pay study fees to
the study he/she has conducted in accordance with the agreement
HCPs who have been dropped out
on the appropriate number of case reports. However, it would be
during a PMS?
advisable to pay an amount lesser than that of the study fees that
would have been paid if the HCP would have completed the study, in
proportion to the progress he/she had made.
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Article 13
(Post-Marketing
Surveillance
Study)

In addition to the amount paid for
PMS described in the Code, may a
member pay Institutional Review
Board (“IRB”) review fees and the
hospital’s indirect costs?

(Yes)
In addition to study fees, a member may pay for IRB review fees and/
or the hospital’s indirect costs as the hospital’s actual administrative
expenses on the condition that they are within the hospital’s
reasonable administrative costs spent for the IRB’s review and PMS.

Article 13
(Post-Marketing
Surveillance
Study)

Article 13 (1) Item 2 of the Code
provides, “A member company
shall not request a PMS to medical
institutions which have not
adopted or purchased the target
pharmaceuticals.” What does this
mean?

(See below)
It literally means that the member company shall not request a PMS
to medical institutions which have not adopted or purchased the
target pharmaceuticals. “Adoption or purchase” means it can be
confirmed that, before the member company requested the PMS,
the medical institution had used or had intended to use the target
pharmaceuticals. Thus, if the target pharmaceuticals were passed by
the examination of the hospital’s Drug Committee and registered on
the list of pharmaceuticals of the hospital,
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Article 11
(Provision of
Pharmaceuticals
for Clinical
Activities)

Article 13
(Post-Marketing
Surveillance
Study)

(See below)
According to Article 13 (1) Item 5 of the Code, the number of case
reports subject to remuneration shall be the minimum number of
case reports which shall be submitted under Articles 22 and 23 of
the Regulations on the Safety of Pharmaceuticals, etc. Pursuant to
Article 13 (4) of the Guidelines, for studies regarding which normal
What are the provisions and drop-out rates are expected based on materials related to existing
their purports in relation to the or similar studies, a member company shall provide remuneration
number of case reports subject based on the number of case reports that can satisfy the number of
to remuneration?
safety evaluation surveys when a company applies for reevaluation
to the MFDS. In view of the Ministry of Health and Welfare, it is
legitimate if a member company executes a survey agreement by
considering normal drop-out rates based on materials related to
existing or similar studies of the minimum number of case reports
which shall be submitted under the law and pay remuneration in
according to such agreement.

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code

65

66

KRPIA 2019

2. The PAL and the Fair Competition Code

it would be deemed that the hospital adopted the target
pharmaceuticals to prescribe them to its patients in the future.
Meanwhile, the mere fact that the target pharmaceuticals were
passed by the IRB, which means that the relevant clinical trial
plans are legitimate, would not be viewed as the hospital having
adopted the target pharmaceuticals.
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Article 14
(Clinical Activities
other than PMS)

(See below)
For clinical activities requiring a long-term study, it would be
advisable to divide the study period into several sub-periods
and to pay for the actual expenses incurred during each period
and a portion of the study fees (in proportion to the study
results obtained during such period). For the final sub-period, it
would be appropriate to pay the study fees after receiving the
result report.

Article 14
(Clinical Activities
other than PMS)

Article 15
(Exhibition/
Advertisement)

What is the “appropriate payment
rate” that would not violate the Code’s
prohibition against paying the full
contract amount before receiving a
result report?

(See below)
Article 14 (1) Item 1 of the Code allows clinical activities other
than PMS only if their clinical trial plans have been approved by
May members request clinical activities the MFDS or the IRB. However, if the clinical activities are jointly
to a medical institution without an IRB? conducted by medical institutions with IRBs and those without
them, and the clinical trial plans have been approved by the
medical institution with the IRB, then the medical institution
without the IRB may conduct the clinical activities.

What are “electronic documents” under
the Code?
- May members pay advertisement fees
pursuant to Article 15 for the following?
- Webzine published by an academic
society E-journals sent by an academic
society to its members

(See below)
Electronic documents refer to information which was created
in electronic format using an electronic device with information
processing capabilities, such as computers, and transmitted,
received, and/or saved and which expresses thoughts or ideas
through commonly-used text and/or special signs, symbols,
etc. that can be recognizable by people. Article 15 (1) Item 1 (i)
and (iii) of the Guidelines provide that the content and format of
electronic documents shall be equivalent to the level of printed
materials.
- A member company may advertise via webzine as it
constitutes “printed materials prepared by medical institutions,
etc. for treatment, prevention, training of diseases, and
distributed, displayed to multiple HCPs from multiple
institutions” under Article 15 (1) Item 1 (i) of the Guideline.
Advertising fees may cost up to KRW 700,000 depending on
the rate for electronic documents on the basis of ordinary
advertisement.
- E-journal constitutes an advertising media for which a
member company pay advertising fees pursuant to Article 15 (1)
Item 1 (i) and (iii) of the Guidelines.

(See below)
What does each of the tables 1, 2, 3, and - Table 1: The front cover
4 of Article 15 (1) Item 3 of the Guidelines - Table 2: The endpaper of the front cover
refer to?
- Table 3: The endpaper of the back cover
- Table 4: The back cover
(See below)
The reason that advertising fees are higher for tables 1 and 4 in
Article 15 (1) Item 3 of the Guidelines is because advertisements
on the cover of a book are visible even without having to open
the book and therefore are more effective. However, the folded
ends of the cover part would be equivalent to the endpaper.
Therefore, advertising fees for these parts should be set at the
same price as the end paper.

Article 15
(Exhibition/
Advertisement)

When determining advertising fees for
printed materials pursuant to Article
15 (1) Item 3 of the Guidelines, are the
folded ends of the cover part of the
endpaper?

Article 15
(Exhibition/
Advertisement)

(See below)
According to Article 15 (1) Item 3 of the Guidelines, in the case
What is the basis for setting the rates
of advertisement for websites operated by academic societies,
for advertising fees for banners on a
etc. a member company may pay advertising fees of up to KRW
website?
1 million per month (excluding taxes) within the limit of KRW 10
million per year (excluding taxes).

Article 15
(Exhibition/
Advertisement)

(Yes)
As desktop and mobile websites are the same in nature, a
member company may pay advertising fees of up to KRW
Are mobile websites included in
1 million per month and KRW 10 million per year for both
websites under Article 15 of the Code?
websites. Accordingly, if a member company has paid KRW
10 million per year for a mobile website of a certain academic
society, it cannot pay advertising fees for its desktop website..

84

Article 15
(Exhibition/
Advertisement)

If an academic society runs multiple
websites, may a member company pay
advertising fees of up to KRW 1 million
per month within the limit of KRW 10
million per year for each website in
accordance with Article 15 (1) Item 3 of
the Guidelines?

85

Article 15
(Exhibition/
Advertisement)

(To be determined on a case-by-case basis)
If an academic society has multiple
Case-by-case review required – whether a given branch is
branches, is it possible to support
independent from the academic society, i.e., (i) whether
advertisements on the websites of
it is a separate entity and (ii) whether it engages in its own
each branch?
independent academic activities.

86

Article 15
(Exhibition/
Advertisement)

In addition to banner advertisements
on an academic society’s existing
website, is it possible to attach banner
advertisements to regular news letters
sent to its members via email?

(No)
Article 15 (1) Item 1 (ii) of the Guidelines limit advertising media
to “websites,” which refer to the compilation of information
of web servers for provision purposes so that internet users
can use it whenever necessary. However, the emails sent
to the members of the academic society do not constitute
advertising media for which advertising fees may be provided.

87

Article 15
(Exhibition/
Advertisement)

What are the responses to the following
matters in terms of the area of a booth?
The minimum booth area for which the
maximum amount of booth fees may be

(See below)
Pursuant to the decision by the Code Deliberation Committee
in May 2011, the booth area for which the maximum amount
may be provided is 3m x 3m. The booth area for which the
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(No)
It is reasonable to view that the limit of advertising fees under
Article 15 (1) Item 3 of the Guidelines applies to each academic
society. Therefore, even if an academic society operates
multiple websites, a member company should pay advertising
fees within the maximum amount applied to that academic
society.
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Article 14
(Clinical Activities
other than PMS)

(To be determined on a case-by-case basis)
According to Article 5 (4) of the Code, the relevant laws for each
Are clinical activities conducted with
case would need to be reviewed in order to see if a government
a government agency or research
agency or the research institute has special ties with HCPs
institutes associated with a university
or medical institutions. Clinical activities with these entities
subject to the Code?
should be conducted in compliance with the requirements and
procedures in Article 14 of the Code.

80

Article 15
(Exhibition/
Advertisement)
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87

maximum amount of booth fees may be provided is 3m x
provided. If the booth area is 2m x 2m,
3m. If the area is smaller, an appropriate amount shall be
how much is the booth cost?
provided in proportion to the size of the area.

88

(See below)
- According to Article 5 (4) of the Code, advertisements
posted on advertising media published by institutions other
than medical institutions or academic societies are not
subject to the Code.
- Under Article 5 (4) of the Code, medical associations and
hospital associations are entities with special ties with
HCPs or medical institutions, which are subject to the Code.
Advertisements may be published in newsletters if they are
advertising media under Article 15 (1) Item 1 of the Guidelines.
According to Article 7 (3) of the Guidelines, “academic
societies, etc.” refer to institutions or organizations
established for academic, research purposes related to
medicine or pharmacy. Therefore, each case needs to be
reviewed on a case-by-case basis in consideration of all of
the foregoing.
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Article 15
(Exhibition/
Advertisement)

Article 15
(Exhibition/
Advertisement)

Are the following cases subject to the
Code?
- Where advertisements are posted on
advertising media such as professional
magazines published by institutions other
than medical institutions or academic
societies
- Advertisement on newsletters published
by medical associations or hospital
associations, etc.

May a member post the following
advertisements or pay for relevant
advertising fees?
- Advertisement of prescription drugs on
an ordinary magazine targeting HCPs.
- Product advertisement on an invitation
to an academic conference by an
academic institution.
- Advertisement on booklets for lectures
for patients hosted by a hospital.
- Advertisements on the lists of alumni of
medical schools or the lists of members
of an academic societies

(See below)
- No: Even if a given magazine targets doctors only, if it
does not mainly convey professional contents or academic
features, prescription drugs cannot be advertised.
- No: According to Article 15 (1) and (3) and Article 5 of the
Code, the advertising media for which a pharmaceutical
company may pay for advertising fees to academic societies,
medical institutions, etc. are limited to those listed in Article
15 (1) Item of the Guidelines. As an invitation to an academic
conference is not an educational material under Article
15 (1) Item 1 (iii) of the Guidelines, it is not deemed as an
advertising media for which a company may pay advertising
fees.
- No: Under the current Guidelines, a member company
cannot pay advertising fees to medical institutions, etc. if an
advertising media produced by a given medical institution
does not target HCPs but patients.
- No: They are not advertising media for which a member
company may pay advertising fees.
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64

Article 15
(Exhibition/
Advertisement)

In the case of exhibitions or
advertisements, may a member pay
for booth fees and advertising fees in
installments?

(Yes)
Booth fees and advertising fees may be paid in installments.
However, when reporting the payment, it is necessary to
record the lump sum payment in the Remarks space.

Article 15
(Exhibition/
Advertisement)

May a member place a company
advertisement in the tag ropes of name
cards for the attendees of an academic
event hosted by an academic society
and pay advertising fees to such
academic society?

(See below)
According to Article 15 (1) Item 1 of the Guidelines, advertising
media for which a member company may pay advertising
fees is limited to printed materials, websites, and educational
materials. Therefore, a member company may not pay
advertising fees for placing its name on the name tag ropes
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Article 15
(Exhibition/
Advertisement)

What is the basis for the limit on the
number of booths and advertisements;
item or company?

94

Article 15
(Exhibition/
Advertisement)

May a member support an academic
conference hosted by the nurses
associations via means of exhibitions
or advertisements?

(See below)
As the PAL and the Code do not address nurses, such
support would not be allowed in principle. However, the
Code Deliberation Committee exceptionally allows the Korea
Nurses Association to receive payments for exhibitions and
advertisements from member companies.

Article 15
(Exhibition/
Advertisement)

If an employee of a member company
needs to enter the venue of an
academic conference to operate a
booth, does he/she have to pay for
the registration fee of the academic
conference?

(No)
As registration fees are paid to attend and share information
at an academic conference, it would be against the purpose
of such registration fee if employees entering the conference
for booth operation would be required to pay such fees. If
the academic society demands such payment, it would be
reasonable to view such fee as a part of the booth installation
fee under Article 1 (1) Item 4 of the Guidelines.

Article 15
(Exhibition/
Advertisement)

If a domestic conference is held at the
same place as a domestically-held
international academic conference,
can the two conferences be viewed as
separate ones for which the maximum
amount for booth fees may be paid for
each conference?

(To be determined on a case-by-case basis)
There would be a need to review whether the two conferences
are independent and separate from each other, taking into
consideration whether (i) persons receiving booth fees are
different, (ii) the attendees are similar, (iii) the details of booth
exhibitions are similar, and (iv) the installed booths may be
used permanently.
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May a member install booths at academic
conferences hosted by a group in a
medical institution (e.g., an individual
department, a study group of the medical
institution) and pay booth fees to the
hosting group?

Article 15
(Exhibition/
Advertisement)

(See below)
The current Guidelines set limits on the number of booths and
advertisements or the maximum payment amount in terms of
a member company. Therefore, it is reasonable to view that the
limits on the foregoing items are set based on each member
company, not on each item of a member company.

95
(To be determined on a case-by-case basis)
While Article 15 (3) of the Code allows for installation
of booths at academic conferences “held by medical
institutions, etc.,” Article 15 (1) Item 4 of the Guidelines
provides that booth fees may be paid only in connection
with academic conferences hosted by “academic societies,
etc.,” or by “medical institutions.” Groups within medical
institutions do not constitute the foregoing academic
societies, etc. or medical institutions. However, if the
medical institution hosts the academic conference while its
group independently operates such conference, such

academic conference may be considered as being held by the
medical institution. In order to prove that such conference
is held by either “an academic society, etc.,” or “a medical
institution” as permitted under the Code and Guidelines, a
member would be required to (1) receive an official letter
notifying the hosting of a given academic conference with
the name of the institution representative on it, or (2) prepare
evidentiary materials proving that the booth fees are paid to a
bank account opened in the name of the hosting institution.
The PAL and the Fair Competition Code
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Article 15
(Exhibition/
Advertisement)

Article 15
(Exhibition/
Advertisement)

When booth fees and advertisement fees
are paid without separate support being
provided for an international academic
conference, do the same maximum
amounts under Article 15 (1) of the
Guidelines apply?

(Yes)
Article 8 (6) of the Code provides that, Article 15 is exempt
only when it conflicts with Article 7 (Donations) or Article
8 (Support for the Holding or Operation of Academic
Conferences), while according to Article 3 (8) of the Code,
academic conferences under Article 15 (1) Item 4 of the
Guidelines include domestically-held international academic
conferences. Therefore, unless there is conflict between the
foregoing Articles, booth fees for the foregoing international
academic conference would be subject to the maximum
amount set forth in Article 15 (1) Item 4 of the Guidelines.

When academic conferences are cohosted by an academic institution and a
medical institution, which entity should be
the basis for determining the maximum
cap for exhibition and/or advertisement
costs for the conference?

(To be determined on a case-by-case basis)
The current KRPIA Code provides different maximum
amounts for exhibition and advertisement costs that may be
provided by a member company depending on whether the
academic conference is hosted by an academic society or
a medical institution. Thus, if an academic institution and a
medical institution jointly hold an academic conference, the
basis for the maximum cap for exhibition and advertisement
costs should be the entity that actually holds and operates
such event. However, considering the intent of the KRPIA
Code, where it is difficult to determine which is the actual
hosting entity it would be advisable to follow the maximum
cap for exhibition and advertisement costs applicable to
medical institutions.

I s i t p e r m i ss i b l e to p l a ce b a n n e r
advertisements on websites operated
by medical institutions and pay such
institutions advertising fees for the
banner?

(No)
Article 15 (1) 3 of the Working Guideline provides that
advertisements may be placed on “websites operated
by academic conferences, etc.” Therefore, it would be
difficult to view that banner advertisements may be placed
on “websites which are practically operated by medical
institutions.” Whether the operator of a given website is an
academic conference, etc. or a medical institution should
be determined based on the totality of the circumstances
considering factors such as (i) whether the operator is an
institution or group established for academic or research
purposes regarding pharmaceuticals, (ii) the operator as
stated on the relevant website, and (iii) the name of the
account holder to which advertising fees are paid.
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(No)
Article 15 (3) of the KRPIA Code allows installation of booths
or placement of advertisements at academic conferences
“held by medical institutions, etc.,” or “advertising media,
etc. issued by medical institutions.” However, events for
the public or patients would neither constitute academic
conferences nor could printed materials distributed at such
events be considered advertisements issued by a medical
institution. Therefore, it would be difficult to view that
installment of booths or placement of advertisements would
be allowed at such events.

Article 15
(Exhibition/
Advertisement)

Is it permissible for pharmaceutical
companies to install booths and/or place
advertisements at events hosted by
medical institutions for the public or
patients?

Article 15
(Exhibition/
Advertisement)

(See below)
- No: Article 15 (4) of the Code provides that a member
company shall only provide souvenirs or promotional aids
to HCPs visiting its exhibition hall. Pursuant to Article 10 (1)
of the Code, food & beverages are distinct from souvenirs,
and therefore snacks or beverages may not be provided to
May a member do the following?
exhibition visitors
- Provide snacks or beverages to
- No: As the Enforcement Rules of the PAL provides that
exhibition visitors.
pharmaceutical advertisements by means of providing
- Provide souvenirs to visitors through
giveaways are in violation of the PAL, it is not permitted to
lottery.
provide souvenirs as giveaways to the visitors. Moreover,
Sections 7.5.1.1 and 7.5.1.2 of the revised IFPMA Code provide
that gifts shall not be provided for the personal benefit of
HCPs – i.e., souvenirs, even when not provided through
lottery, are prohibited if they are provided as gifts for the
personal benefit of HCPs.

Article 15
(Exhibition/
Advertisement)

(See below)
In light of Article 10 (4) of the Code and Article 10 (3) of the
Guidelines, “minimal value” under Article 15 of the Code is
interpreted as KRW 10,000 or less and such amount should
be based on the consumer price of a product, if applicable.
What is the range of “minimal value” for However, according to Section 7.5.1.2 of the revised
promotional materials mentioned in IFPMA Code and Q&A No. 14, provision of promotional aids
Article 15 (4) of the Code?
for prescription drugs is prohibited, except for pens or
note pads of minimal value for note-taking purposes for
attendees of conference/educational events (they may be
company-branded, but not product names). Even in the
foregoing case, the total value of products must be KRW
10,000 or less.

Article 16
(Lectures and
Consultations)

(See below)
According to Article 16.1.3 of the KRPIA Working Guideline
(“Guideline”), a member company must prepare supporting
materials substantiating that a lecture subject relates to a
How to demonstrate the legitimacy of a new drug or a new indication, or that only a small number
speaker fee when it is subject to a ceiling of healthcare professionals (“HCP(s)”) have expertise on the
amount of KRW 5 million per year
lecture subject. The determination shall be made on a caseby-case basis.
As with the general procedures for demonstrating the
legitimacy of lectures/consultations, the following may be
considered:
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Article 15
(Exhibition/
Advertisement)

May a member publish multiple
advertisements on multiple pages of an
academic journal?

(To be determined on a case-by-case basis)
Article 15 of the Code does not require that only one
advertisement be published in one academic journal,
but given the purport of Articles 2, 5, and 15 of the Code,
unreasonably excessive amounts of advertisements
would be deemed a violation of the foregoing provisions,
e.g., (i) multiple advertisements for the same product
on one academic journal without justifiable reasons, (ii)
advertisements for products irrelevant to persons receiving
the academic journal, or (iii) multiple advertisements for
corporate image.

The PAL and the Fair Competition Code
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Article 15
(Exhibition/
Advertisement)
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Article 16
(Lectures and
Consultations)

Whether it is permitted to request an HCP
to provide a lecture to employees of a
member company and pay a speaker fee
in return, and if possible, any requirement
relating to the number of the audience

Article 16
(Lectures and
Consultations)

108

Article 16
(Lectures and
Consultations)

(See below)
Whether the daily ceiling amount applies In case the consulting fee ceiling amount does not apply
to a consulting service where its annual under certain circumstances as provided under Article
ceiling amount does not apply
16.2.3 of the Guideline, it is reasonable to interpret that the
daily ceiling amount does not apply as well.

Article 16
(Lectures and
Consultations)

(See below)
Basically, one consultation session is a single request for
consulting and the delivery/receipt of the response thereto.
However, a session here cannot be determined solely based
on the number of activities in the general sense. Rather,
one must also determine the number of activities in the
legal sense. If work that can be handled at a single session
is requested to be provided in multiple sessions for unlawful
purposes, this should be considered a single session. The
same would apply to a case where the requested consulting
relates to multiple subjects for the sake of formality, etc.
Given that Article 16.2.2 of the Guideline requires that a
What would constitute a consultation consulting fee be assessed based on the actual effort and
session?
time invested by an HCP to provide a consulting service, it
would be reasonable to determine one session considering
whether the provided service corresponds to the ceiling
amount for a session, which means time cannot be the sole
basis for the determination. Also, the same Article provides
that a member company shall not without justifiable
grounds apply to HCP consultants preferential standards
different from those applied to lecturers. Please also note in
the determination of a consultation session and the relevant
fee amount that, the above Article may be read together
with Article 16.1.1 which provides that a lecture fee shall be
an amount within KRW 500,000 per each lecture lasting up
to an hour.

Article 16
(Lectures and
Consultations)

(See below)
A member company is recommended to assess consulting
fees based on the level and the degree of the expertise
The appropriate standard for assessing
of the consulting, the knowledge and experience of the
consulting fees for multiple consultants
consultant HCP, together with the time and effort actually
attending a single consultation meeting
spent to provide the consulting service. And the foregoing
factors must be demonstrated with supporting materials
such as meeting minutes and voice recordings.

109

106

68

Article 16
(Lectures and
Consultations)

Whether it is permitted to pay a speaker
fee where at least 10 employees are
supposed to attend a lecture but later
it turns out that less than 10 employees
actually attend the lecture, and in this
case, any procedure available
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Whether the required minimum audience
number applies to each speaker when
determining the legitimacy of the
payment of a speaker fee, e.g., whether
an audience of at least 30 in total must
attend where 3 speakers each give
lectures at a single event

(Yes)
A member company is permitted to request an HCP to
give a lecture for its employees to the minimum extent
necessary and pay a speaker fee if such a lecture is required
for the employees’ performance of job duties but cannot be
provided through the use of the member company’s internal
materials or by experts other than HCPs. Yet, if a member
company has its employees attend a lecture for the sake of
headcount in order to pay a speaker fee to the HCP without
a genuine need for obtaining medical/pharmaceutical and
professional information from the HCP, it may be a violation
of the KRPIA Fair Competition Code (“Code”). As for the
number of the audience for the above lecture, at least 10
employees (excluding the speaker) must attend.

(To be determined on a case-by-case basis)
According to Article 16.1.4 of the Guideline, a minimum
audience number of 10 people must attend a lecture.
Accordingly, in principle, paying a speaker fee for a lecture
attended by less than 10 people may be inconsistent with
the Code. We recommend taking appropriate actions,
e.g., procuring a sufficient number of audience taking into
account the expected non-attendance ratio. If the audience
who attends the lecture has been sufficiently provided with
medical/ pharmaceutical and professional information, it
would be difficult to regard the payment of a speaker fee as
a violation of the Pharmaceutical Affairs Act or the Monopoly
Regulation and Fair Trade Law, where there are reasonable
circumstances for not being able to meet the required
minimum audience number, e.g., an audience of at least 10
originally plans to attend a lecture but some fails to attend
due to unavoidable circumstances. Yet, it is still necessary
to keep and maintain detailed records including objective
grounds for unavoidable failure to meet the required
minimum audience number.

(See below)
The purpose of requiring a certain number of the audience
to attend a lecture for the payment of a speaker fee is to
prevent the speaker fee from being paid to an HCP for a
lecture provided for perfunctory purposes. In case the same
audience at a single event may need lectures on multiple
subjects, the audience number requirement may apply
on an event-by-event basis, e.g., an audience of 10 people
may attend a single event where each of the 3 speakers
gives a lecture on different subjects. Each speaker may be
separately paid a speaker fee.

The PAL and the Fair Competition Code

1) whether the speaker/consultant was selected according to
objective standards based on their medical/pharmaceutical
and professional expertise and experience;
2) whether the purpose of the lecture/consultation was
to provide medical/pharmaceutical and professional
information; and
3) whether the relevant contract sets forth the services to
be performed by the HCP through the lecture/consultation in
detail and whether the relevant documentation substantially
substantiates the services performed by the HCP.
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Article 16
(Lectures and
Consultations)

KRPIA 2019

(See below)
Article 16.2 of the Code provides that a report shall be
Whether lectures/consultations that do
made to the KRPIA “after completion of the payment of
not involve speaker/consulting fees must
the speaker/consulting fee.” Accordingly, the reporting
be reported to the KRPIA as well
obligation may not apply if no speaker/consulting fee is paid
in return for a lecture/consultation.
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Article 16
(Lectures and
Consultations)

(See below)
Video lectures are different from ordinary types of lectures
because they are recorded without an audience and later
viewed by various users. Accordingly, it is difficult to
How to fulfill the requirement that at least
uniformly apply the requirement for the minimum number
10 people shall attend a lecture in case of
of the audience at the point in time when the recording is
video lectures
made. Instead, it is necessary to: (i) document that (a) the
estimated audience is no less than 10 at the time of the
recording and (b) no less than 10 actually view the relevant
video lecture and (ii) retain such documentation.

Article 16
(Lectures and
Consultations)

(See below)
Article 2 of the Addendum to the Code provides that “the
amended provisions of Article 16 of the Code shall apply
to lectures and consultations performed on the 1st of
January in 2018 and thereafter.” Accordingly, the reference
date should be the actual date a lecture/consultation is
performed, and therefore a lecture/consultation performed
on December 28, 2017 is not subject to the reporting
obligation.
For the purposes of reporting to the KRPIA, the reference
date should be the date the fee payment is made pursuant to
Article 16.2 of the Code.

Whether a lecture/consultation performed
on December 28, 2017 for which a relevant
fee is to be paid in 2018 must be reported
to the KRPIA and whether the report
should be made based on the date of the
lecture/consultation or the date of the fee
payment

(See below)
According to Article 5.3 of the Code, where a member
company’s headquarter or affiliated company (located
either domestic or overseas) provides money and other
valuables to medical institutions and/or HCPs, the member
company is deemed to have provided the money and other
valuables directly to the medical institutions and/or HCPs.
Accordingly, the member company must ensure that its
headquarter or an affiliated company inviting a Korean HCP
for purposes of lectures/consultations complies with the
Code. The applicability of the Code does not depend on who
is a party to the relevant contract. Accordingly, who should
be the party may be decided in accordance with a member
company’s internal policy and process.
Regarding expenses to be incurred for the attendance
to such lecture/consultation, the Anti-Corruption and
Civil Rights Commission recommends that “consultation
meetings, etc. that take the form of a meeting are regarded
as an outside lecture.” Based on the above, travel expenses
incurred in connection with outside lectures, etc. may be
generally reimbursed. However, for overseas lectures/
consultations, a strict legitimacy determination may be
required on a case-by-case basis, considering the lecture/
consultation contract, the value of the output of the relevant
service rendered, reasonableness of the expenses assessed
to be reimbursed, etc.
Regarding the documentation requirement, Article
16.1.6 of the Code provides that a member company shall
retain detailed supporting documentation for lectures/
consultations for 5 years. Accordingly, a member company
shall require/receive relevant documentation from its
foreign headquarter/branch that invites Korean HCPs and
retain it for the required duration.
(See below)
Article 16.1.2 of the Code prohibits a member company from
making repeated lecture requests for a certain HCP “without
justifiable reasons.”
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Article 16
(Lectures and
Consultations)

In connection with Korean HCP(s)
invited by a member company’s foreign
headquarter/branch, etc. for a lecture/
consultation, whether it is considered a
lecture/consultation allowed under the
Code; if it is, who should be the party
to enter into a relevant contractual
arrangement and pay the expenses – the
foreign headquarter/branch or the Korean
entity; and
if the foreign headquarter/branch is a
party to the relevant contract, whether
the Korean entity should retain the
relevant supporting documentation
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Article 16
(Lectures and
Consultations)

Please clarify the standards for lectures/
consultations that prohibit “repeated
requests for lectures of the same or
similar content” for the below:
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Article 16
(Lectures and
Consultations)

The appropriate standard for lecture fees
in case of video lectures and whether
compensation is permitted to be provided
to the following: Actual hours of recording
to create a video lecture; and Additional
hours of editing, etc. to create a video
lecture

(See below)
A member company shall assess a lecture fee pursuant to
Article 16.1.3 of the Code, which provides that a lecture fee
shall be assessed, based on the HCP’s level of knowledge
and experience and social norms and Article 16.1 of the
Code, which provides that such a fee shall be paid within the
prescribed daily standard amount per session. According
to Article 16.1.4 of the Code, separate compensation is
not allowed for the time spent by HCPs to prepare for the
lectures/consultations. Accordingly, it is unlikely that
separate compensation would be allowed for actual hours of
recording. Also, as lecture/consultation requests made to
HCPs should be limited to the purpose of acquiring medical/
pharmaceutical and professional information, additional
compensation for activities of recording/editing that are not
directly relevant to providing medical/pharmaceutical and
professional information will not be permitted.

Whether the Code allows transportation
expenses (taxi, KTX, etc.) actually
incurred in the course of providing
lectures/consultations by HCPs to be
compensated/reimbursed

The PAL and the Fair Competition Code
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Article 16
(Lectures and
Consultations)

(Yes)
Article 16.1.4 of the Code prohibits compensation for the
time spent traveling to the lecture or consulting venue to
be combined with the lecture time. It is reasonable to view
that actual transportation expenses can be reimbursed as
necessary expenses accompanying lectures/consultations.
For your information, the Act on Prohibition of Improper
Solicitation and Provision/Receipt of Money and Valuables
(the “Anti-Graft Law”) allows a reimbursement of travel
expenses for public officials equivalent to or within the range
of the actual expenses, applying the travel expense policy
applicable to each of the relevant government agencies,
etc., where a sponsoring organization does not provide
expenses for food, lodging, and transportation for outside
lectures, etc.

2. The PAL and the Fair Competition Code

The PAL and the Fair Competition Code
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Article 16
(Lectures and
Consultations)

(See below)
A member company must immediately report any failure to
If a member company’s employee misses
report a lecture/consultation that is subject to the reporting
a lecture/consultation report by mistake,
obligation as soon as it comes to the knowledge of the
whether such should be reported to the
member company. The member company must retain
KRPIA
detailed and objective documentation of the reason for such
failure.

Article 16
(Lectures and
Consultations)

(To be determined on a case-by-case basis)
It may differ depending on the content of the services
requested to HCPs, and the manner of the delivery/receipt
of the requested medical/pharmaceutical and professional
information. For example, if the chairperson presides over
a meeting where members of a consulting committee meet
and discuss, it may be considered a consultation, while it
The type of reporting to be made by a may be considered a lecture if the chairperson presides over
chairperson and detailed requirements a discussion of such members in front of a large audience.
for supporting documentation necessary No matter what type of reporting is made (whether it be
for speaker/lecture fee payment
lecture or consultation), it will not present any material
concerns so long as a proper reporting is made.
Supporting documentation may include materials
substantiating a relevant HCP’s roles as a chairperson
or a panelist, e.g., stenographic records or transcripts
for voice recordings of discussions made between the
chairperson, panelists, and attendees or a review report
of Q&A sessions, etc.

Article 16
(Lectures and
Consultations)

(To be determined on a case-by-case basis)
It would be safest to calculate the amount in proportion to
the actual lecture time.
In case of a lecture lasting less than
However, to the extent that the purpose of the lecture
an hour, whether a lecture fee should
(acquiring medical/pharmaceutical and professional
be adjusted in proportion to the actual
information) is sufficiently met, we view that paying the
lecture time
amount not more than the hourly ceiling amount for a
40-minute lecture may be reasonable on the following
grounds:

the Anti-Corruption and Civil Rights Commission interprets
that, if the lecture was conducted for 1.5 hour, paying the
ceiling amount for 2 hours would not necessarily be subject
to sanctions under the Anti-Graft Law (a response from the
website of the Anti-Corruption and Civil Rights Commission
dated February 3, 2017); and the Code provided, prior to the
amendment, that a legitimate lecture may need to be no less
than 40 minutes.
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Article 16
(Lectures and
Consultations)

(See below)
Does one hour of lecture time refer to
As additional medical/pharmaceutical and professional
the time the lecture is actually provided
information is conveyed in connection with a lecture during
or include a Q&A session that follows the
a Q&A session, it is reasonable to include a Q&A session as
lecture?
part of the lecture time.

Article 16
(Lectures and
Consultations)

Whether a consultation related to the
pharmaco-economic analysis of drugs
or related to R&D/clinical studies, etc.
must be reported to the KRPIA where the
ceiling amount for the speaker/consulting
fee does not apply

(See below)
The Code does not distinguish “consultation related to the
pharmaco-economic analysis and/or related to R&D/clinical
studies, etc.” from general types of “consultation” which
must be reported to the KRPIA upon completion of the
payment of a consulting fee. Accordingly, a literal reading of
the Code seems to provide that the above specific type of
consultations must be reported to the KRPIA.
In case HCPs provide a member company with medical/
pharmaceutical and professional information without
request for further consultation or engages in activities,
such as clinical trial planning, case analysis, and organizing
clinical trial results, as part of obligations arising under R&D/
clinical trial contracts, it is reasonable to view that Articles
13 or 14 of the Code may apply to the foregoing activities
while the ceiling amount under Article 16 of the Code does
not apply. Likewise, it is reasonable to view that such
activities may not be subject to the reporting obligation.
On the other hand, in case a member company requests
additional consultation to receive information based on the
HCP’s medical/pharmaceutical and professional knowledge
separately from and in addition to the relevant R&D/clinical
trial contracts or receives a consultation that falls outside of
the scope of the rules pertaining to an pharmaco-economic
analysis, it is reasonable to view that the reporting obligation
may apply even though the ceiling amount may not apply.

Article 16
(Lectures and
Consultations)

In addition to consulting fees, whether
a speaker fee indirectly paid to an HCP
via medical institutions, etc. should be
added to the total annual fee amount if a
member company was able to aware that
the fee would be eventually provided to
the HCP

(To be determined on a case-by-case basis)
While the Code does not separately provide for speaker
fees to be paid to HCPs via medical institutions, if the
speaker fee is provided through a medical institution to
an HCP for the sake of formality while a member company
requests the HCP to provide a lecture and receives medical/
pharmaceutical and professional information therefrom, it
would be reasonable to count the amount of the speaker fee
for the total annual fee amount assessment.
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”Accordingly, a speaker fee not in excess of KRW 3 million per
year may be considered a violation of the Code if the purpose
and necessity of the lecture are not deemed acceptable.
Likewise, the number of activities in the general sense
should not be a deciding factor to determine “repeatedness”
of lectures. Rather, the determination should be made based
on whether the purpose and necessity of acquiring medical/
pharmaceutical and professional information are acceptable
from an objective standpoint.
The necessity of a lecture may be acknowledged even
though it provides similar contents to previous lecture(s)
if it is provided to a different audience. Yet, it would still
be required to establish that the purpose and necessity
of acquiring medical/pharmaceutical and professional
information are acceptable from an objective standpoint.

The PAL and the Fair Competition Code

whether it is permitted to repeatedly
request lectures of the similar content to
be made as long as a speaker fee does not
exceed the ceiling amount; the meaning
of “repeated” in “repeated lectures of the
same or similar content”; and what if a
lecture of the similar content is provided
to a different audience

KRPIA 2019

2. The PAL and the Fair Competition Code
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Article 16
(Lectures and
Consultations)

(See below)
(i) Documentation substantiating reasons for selection as
a speaker/consultant includes: resumes substantiating
qualifications of the speaker/consultant and documents
for a member company’s internal approval of the selected
Examples of “detailed supporting
speaker/consultant; (ii) documentation substantiating
documentation” in Article 16.1.6 of the
the date and time of the lecture/consultation includes:
Code
relevant contracts and invitations; and (iii) documentation
substantiating the content of lecture/consultation includes:
slide decks and other presentation materials, reports on
what was discussed, including an overview of a Q&A session,
and transcripts of recorded lectures.

Article 16
(Lectures and
Consultations)

(To be determined on a case-by-case basis)
In the cases where pharmaceutical companies were alleged
to have engaged in unfair customer solicitation, the Korea
Fair Trade Commission ruled that there was no genuine
purpose of exchanging medical information where a doctor
gave a lecture to his/her junior interns/residents or nurses
affiliated with the same medical institution in return for a
speaker fee. If a pharmaceutical company is engaged in
and provides speaker fees for a lecture that can be held by
a medical institution alone for internal purposes of training
and/or exchange of communications, there is considerable
risk that it will be regarded as provision of illicit economic
benefits to the doctors at that medical institution in violation
of the Pharmaceutical Affairs Act and the Code and not as
a lecture permitted for the purpose of acquiring medical/
pharmaceutical and professional information. Regardless of
whether or not a lecturer HCP belongs to the same medical
institution, it is necessary to thoroughly examine

Regarding a request for a lecture for HCPs
(interns, residents, nurses, and others)
affiliated with a single medical institution
as the target audience, whether it is
permitted to pay a speaker fee to (i) a
doctor affiliated with the same medical
institution or (ii) a doctor employed by a
different but affiliated medical institution

whether the purpose for which the lecture/consultation is
requested (the actual need of the pharmaceutical company
to request medical/pharmaceutical and professional
information) and the basis for selecting the relevant HCP as a
speaker/consultant (abundant knowledge and experience as
an expert in the field). In order to minimize the risk of being
challenged by the regulatory agencies, a member company
may want to consider inviting a speaker who is not employed
by the same or an affiliated medical institution.
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Article 16
(Lectures and
Consultations)

(Separate reporting to be made by a member company
based on the date of payment to an academic society under
Article 16 of the Code)
Articles 8 and 16 of the Code differ in terms of their purpose
and intent. Accordingly, for speaker fees for HCPs delivered
to an academic society that holds a satellite symposium,
a member company may add the relevant amount to the
amount to be spent supporting the relevant academic
Under what item a satellite symposium society and make the reporting accordingly. In addition to
may be reported to the KRPIA and what and separately from the above, the member company must
is the reference point in time for the report the KRPIA about the speaker fee paid to the HCPs,
reporting?
including the amount, the lecture date, and the content of
the lecture, as required under Article 16. We recommend
specifying such details in the remark column.
In principle, Article 16.3 of the Guideline provides that the
reference date shall be the date the relevant payment is
made to an HCP. In case a speaker fee is paid through an
academic society, it would be reasonable to make the
reporting based on the date a member company pays the
speaker fee to the academic society.
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B. The MOHW Guideline on Expenditure Reports

Guidelines on the Preparation of Expenditure Report
on the Provision of Economic Benefits

I. Overview of the System
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Ministry of Health and Welfare

2. The PAL and the Fair Competition Code

I. Overview of the System

KRPIA 2019

benefits, etc. provided to them, pharmaceuticals suppliers shall allow them to confirm such
details.

1. Overview

Article 13-2 (Submission, Etc. of Expenditure Report on Provision of Economic Benefits, Etc.)

(Overview) Pharmaceuticals suppliers, medical device manufacturers, etc. are required to record
and keep details and evidentiary materials pertaining to economic benefits that they provide to
healthcare professionals, etc., and if necessary, submit a report thereon to the Minister of the
Ministry of Health and Welfare.

(1) Manufacturers shall prepare an expenditure report on economic benefits, etc. provided to
healthcare professionals, founders of medical institutions or employees of medical institutions
within three (3) months from the end of each fiscal year as prescribed by the Ordinance of the
Ministry of Health and Welfare, and shall retain such expenditure report and relevant books and
evidentiary materials for five (5) years.

(Applicable laws and regulations) Article 47-2 of the Pharmaceutical Affairs Act, Article 44-2 of
the Enforcement Regulations of the Pharmaceutical Affairs Act, Article 13-2 of the Medical Devices
Act, Article 3 of the Regulations on Maintaining Order in the Distribution and Sales of Medical
Devices, etc.

<Pharmaceutical Affairs Act>
Article 47-2 (Submission, Etc. of Expenditure Report on Provision of Economic Benefits, Etc.)
(1) Pharmaceuticals suppliers shall prepare an expenditure report on economic benefits, etc.
provided to pharmacists, traditional medicine pharmacists, healthcare professionals, founders
of medical institutions or employees of medical institutions within three (3) months from the end
of each fiscal year as prescribed by the Ordinance of the Ministry of Health and Welfare, and shall
retain such expenditure report and relevant books and evidentiary materials for five (5) years.
(2) If deemed necessary, the Minister of the Ministry of Health and Welfare may request the
submission of an expenditure report and relevant books and evidentiary materials under Paragraph
(1) above. In this case, pharmaceuticals suppliers shall comply with such request unless they have
any legitimate reason.
<Enforcement Regulations of the Pharmaceutical Affairs Act>

The PAL and the Fair Competition Code
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<Medical Devices Act>

(2) If deemed necessary, the Minister of the Ministry of Health and Welfare may request the
submission of an expenditure report and relevant books and evidentiary materials under Paragraph
(1) above. In this case, manufacturers shall comply with such request unless they have any
legitimate reason.
* Pursuant to Article 15, Paragraph (6) and Article 18, Paragraph (3) of the Medical Devices Act, these
provisions shall also apply to importers, sellers and lessors.
<Regulations on Maintaining Order in the Distribution and Sales of Medical Devices>
Article 3 (Expenditure Report on Provision of Economic Benefits, Etc.)
(1) The expenditure report on the provision of economic benefits, etc. under Article 13-2, Paragraph
(1) of the Medical Devices Act (including the instances to which the foregoing provisions shall apply
pursuant to Article 15, Paragraph (6) and Article 18, Paragraph (3) of the Medical Devices Act) shall
be prepared in accordance with the template format attached in the Annex.
(2) Upon a request from healthcare professionals, founders of medical institutions or employees
of medical institutions, medical device manufacturers under Article 6, Paragraph (1) of the Medical
Devices Act, medical device importers under Article 15, Paragraph (1) of the Medical Devices Act,
or medical device sellers or lessors under Article 17, Paragraph (1) of the Medical Devices Act shall
allow them to confirm the details of economic benefits, etc. provided to them.

Article 44-2 (Expenditure Report on Provision of Economic Benefits, Etc.)

(2) If pharmacists, traditional medicine pharmacists, healthcare professionals, founders of medical
institutions or employees of medical institutions request confirmation of the details of economic
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(Penalty for violation) a fine of up to KRW 2 million in any of the following cases:
- Failure to prepare an expenditure report;
- Failure to retain an expenditure report and its evidentiary materials;
- Preparation of a false expenditure report; or
- Failure to comply with an order to submit expenditure reports, relevant books, and evidentiary
materials without any legitimate reasons.
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(1) The expenditure report on the provision of economic benefits, etc. that pharmaceuticals suppliers
are required to prepare and retain under Article 47-2, Paragraph (1) of the Pharmaceutical Affairs Act
shall be prepared in accordance with the template format attached hereto as Annex 23-3.

2. The PAL and the Fair Competition Code

II. Basic Principles

Pharmaceuticals suppliers: persons who have obtained marketing approval for pharmaceuticals,
pharmaceuticals importers or pharmaceuticals wholesalerse Ministry of Health and Welfare.
Medical device manufacturers, etc.: medical device manufacturers, importers, sellers and
lessors (*excluding medical device repairers)

Q : If pharmaceuticals suppliers, medical device manufacturers, etc. (hereinafter, collectively,
“pharmaceuticals suppliers, etc.”) provide economic benefits through their contractors (e.g., contract
sales organization (“CSO”), etc.) that are not obligated to prepare an expenditure report, are they still
required to prepare an expenditure report?

A : Pharmaceuticals suppliers, etc. that delegate their businesses to contractors are responsible
for preparing and retaining expenditure reports. According to the literal interpretation of relevant
statutes, contractors that are not pharmaceuticals suppliers, etc. are not obligated to prepare
and retain an expenditure report. However, as contractors perform on behalf of the businesses
of pharmaceuticals suppliers, etc., the responsibility for preparing and retaining an expenditure
report is ultimately vested in pharmaceuticals suppliers, etc. Therefore, pharmaceuticals
suppliers, etc. shall prepare, manage, and retain expenditure reports on economic benefits even if
such benefits have been provided through their contractors.

Q : Which party is obligated to prepare and retain an expenditure report in cases where multiple
pharmaceuticals suppliers jointly conduct promotional activities?

A : Pursuant to Article 47-2, Paragraph (1) of the Pharmaceutical Affairs Act, pharmaceuticals
suppliers that provide economic benefits to healthcare professionals are obligated to prepare and
retain an expenditure report.

The PAL and the Fair Competition Code
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1. Responsible Party

KRPIA 2019

Therefore, if two or more pharmaceuticals suppliers jointly sell pharmaceuticals through copromotion, etc., each supplier shall prepare and retain an expenditure report on the economic
benefits it has provided, irrespective of which supplier has obtained the approval for the
pharmaceuticals concerned.
Example) Where “Company A,” which holds marketing approval for pharmaceuticals, and “Company
B,” which has a domestic sales network, jointly promote pharmaceuticals:
Product presentations conducted by an employee of Company A at Company A’s expenses >
Company A shall prepare an expenditure report.
Product presentation conducted by an employee of Company B at Company B’s expenses >
Company B shall prepare an expenditure report.
Product presentation jointly conducted by Company A and Company B > Both Company A and
Company B shall prepare an expenditure report.
* The above shall apply equally even in cases where medical device manufacturers or importers
have entered into a sales agency contract with medical device sellers.

2. Matters to be included in an expenditure report
[Reference] CSO-related Authoritative Ruling by the Ministry of Health and Welfare (Pharmaceutical
Policy Division-3129; rendered on August 4, 2014)
In principle, pharmaceuticals suppliers, etc. are not permitted to provide economic benefits for
promotional purposes, such as encouraging the selection or prescription of pharmaceuticals (see
Article 47, Paragraph (2) of the Pharmaceutical Affairs Act). Considering the legislative intent of
this statute, illegal rebates provided through a third party (e.g., CSO, etc.) shall also be within the
scope of pharmaceuticals manufacturers, etc.’s responsibilities.
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(Medical Devices Act) economic benefits that are provided to healthcare professionals, founders of
medical institutions or employees of medical institutions
3. Preparation period of an expenditure report
(Commencement of preparation) permissible economic benefits that are provided on or after January 1,
2018, regardless of the fiscal year of each company concerned
(Completion of preparation) to be completed within three (3) months from the end of the fiscal year of
each company concerned
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As such, pharmaceuticals manufacturers, etc. shall instruct and supervise their CSOs so that
the CSOs will not engage in any illegal acts. Even if pharmaceuticals manufacturers, etc. assert
that their CSOs have unilaterally provided illegal rebates, pharmaceuticals manufacturers shall
assume all or a part of the relevant responsibilities because they have the authority to instruct and
supervise their CSOs.

(Pharmaceutical Affairs Act) economic benefits that are provided to healthcare professionals,
pharmacists, traditional medicine pharmacists, founders of medical institutions or employees of medical
institutions

2. The PAL and the Fair Competition Code

KRPIA 2019

Example 1. For a company whose fiscal year commences in January 2018

4. Duty to allow confirmation

Must prepare and retain an expenditure report regarding economic benefits provided on or
after January 1, 2018 from the end of the fiscal year (i.e., December 31, 2018) until three (3) months
thereafter (i.e., March 31, 2019)

Upon a request from healthcare professionals, etc., pharmaceuticals suppliers, etc. shall allow
them to confirm the details of economic benefits provided to them.

To prepare and retain an expenditure report regarding economic benefits provided on or
after January 1, 2018 from the end of the fiscal year (i.e., August 31, 2018) until three (3) months
thereafter (i.e., November 30, 2018)

Q : If founders of medical institutions request the confirmation of an expenditure report regarding
healthcare professionals, etc. affiliated with the medical institutions, is such confirmation permissible?

(Standard time for preparation) the end of the fiscal year of each company concerned
- If any content of the expenditure report prepared is modified prior to the end of the relevant fiscal year,
the expenditure report shall be, in principle, revised accordingly within three (3) months after the end of
the fiscal year.

A: The duty to allow confirmation is triggered only to the extent that a principal requests the
confirmation of an expenditure report regarding himself/herself. Therefore, even if a request for
confirmation is made by the employers or supervisors of healthcare professionals, they constitute
a third party, and therefore shall not be allowed to confirm an expenditure report. Otherwise, civil
and/or criminal liabilities may arise.

Q: How should an expenditure report be prepared if economic benefits (including monetary ones) are
additionally provided or partially restituted after completing preparation of an expenditure report?

Q : If healthcare professionals request the confirmation of an expenditure report when the preparation
of the expenditure report is not completed because three (3) months have yet to pass from the end of a
fiscal year, is the duty to allow confirmation is triggered?

A: If the fiscal year of providing economic benefits and the fiscal year of additionally providing (or
restituting) economic benefits differ, the respective expenditure report for each fiscal year shall
be prepared. If the opposite is the case, an expenditure report shall be prepared as of the end of
the fiscal year concerned.
If an expenditure report is required to be corrected due to a simple typographical error (except for
cases where any fact concerning the provision of economic benefits is changed three (3) months
after the end of a fiscal year), correction shall be immediately made based on relevant evidentiary
materials (e.g. receipt) for the sake of consistency of an expenditure report.
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Example 2. For a company whose fiscal year commences in September 2017

A: The duty to complete the preparation of an expenditure report is triggered three (3) months after
the end of a fiscal year. Therefore, unless such duty of completion is triggered, pharmaceuticals
suppliers, etc. are not subject to the duty to allow confirmation. However, if three (3) months have
passed from the end of a fiscal year, pharmaceuticals suppliers, etc. shall comply with healthcare
professionals’ request for confirmation.

Example) <Fiscal year commencing in January 1 and ending in December 31>
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If research funds worth KRW 30,000,000 are paid for sponsoring clinical trials on November 5,
2018, and a portion of research funds worth KRW 10,000,000 is restituted on February 14, 2019,
>The research funds for FY 2018 shall be stated as “KRW 30,000,000,” and the research funds for
FY 2019 shall be stated as “(-) KRW 10,000,000.”

2. The PAL and the Fair Competition Code

KRPIA 2019

Q : How should “

III. Method of Preparation

3

Code of Institution” be stated if it is unavailable?

A: IIn principle, the code of a medical institution shall be stated in accordance with the above
template format.
The PAL and the Fair Competition Code

1. Provision of samples

However, given that the statute’s purpose of requiring a medical institution code is to identify a
certain medical institution, other information (e.g., location, etc.) that might help with identifying
the medical institution concerned may be stated in lieu of the code if it is unavailable. In this case,
the reason for stating alternative information (e.g., the medical institution’s refusal of notification,
etc.) shall be also specified.

The PAL and the Fair Competition Code

The following examples are provided only to facilitate the understanding of those who are to
prepare an expenditure report. Thus, insofar as requisite contents are fully included, those who
prepare an expenditure report are not required to be bound by the following examples.

<Pharmaceutical Affairs Act>
Information on Medical
Institution
1

Serial
Number.

1

Q : Are the guidelines for the provision of a sample and the guidelines for the pre-purchase performance
testing of a medical device different?

Information on Pharmaceuticals
5

2

3

4

Name of
Institution

Code of
Institution

Name of Product
(Standard Code)

Standard
Code
(Product
Code)

Hospital AB

12345678

Acetaminophen
Capsules

88064216
02504

6

9
7

Total
Quantity
Quantity per
Provided
Package

10

1

8

Total
(6×7)

10

Date of
Provision

2018.1.4

<Medical Devices Act>
Information on Medical
Institution

Information on Medical Device

1

Serial
Number.

1

2

3

Name of
Institution

Code of
Institution

13, Doum
4-ro, Sejong
City (medical
Hospital AB
institution’s
refusal of
notification)

4

Name

Vascular
catheter
guidewire
(M, 0014
xxx)

5
Quantity Provided
Approval/
6
7
8
Report/
Certification Packaging Quantity
Total
No.
Unit
Provided
(6×7)

Suheo
10-100

9

Date of
Provision

In practice, it would be reasonable to classify disposable medical devices into the category of
provision of samples and reusable medical equipment/devices into the category of the prepurchase performance testing of medical devices.

2. Support for academic conferences
<Pharmaceutical Affairs Act / Medical Devices Act>

3

2

6

2018.1.4
Information on Academic Conference

1

Serial
No.

1

6

3

4

5

Organizer

Name of
Conference

Venue of
Conference

Date of
Conference

Japan College of
Abcdology, Korean
Institute of Abcdology

61st Annual General
Assembly and Scientific
Meeting of JCA

Fukuoka, Japan

2017.4.20 ~
2017.4.22

2

Funded
Amount

1,025,240
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* Under the “ 4 Name” section, both the product and model names of a medical device shall be
stated.
Under the “ 6 Packaging Unit” section, the total quantity per package shall be stated, and if each
piece of a product is separately packed, “1” shall be stated.
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A: In principle, an expenditure report shall be prepared according to the purpose for which medical
device manufacturers, etc. provide economic benefits. For instance, if economic benefits are
provided for the purpose of testing the performance of a medical device prior to purchase, an
expenditure report shall be prepared in accordance with the guidelines for the pre-purchase
performance testing of a medical device. Meanwhile, if economic benefits are provided for the
purpose of providing a sample, an expenditure report shall be prepared in accordance with the
guidelines for the provision of a sample.

2. The PAL and the Fair Competition Code

KRPIA 2019

<Medical Devices Act>
Q: How should an expenditure report be prepared in cases where the organizer of an overseas academic
conference receives support through a domestic delegated organization?

1

<Pharmaceutical Affairs Act>
Information on Clinical Trial
1
Serial
No.

1

2
Name

Research
on the
secretion
mechanism
and
properties
of KA1
enriched
exosome of
vascular cell

3

Clinical Trial
Investigator

Sub-Investigators

4
5
7
9
10
6
8
Approval Approval
Affiliated
Affiliated
Research
Name
Name
No.
Date
Organization
Organization
Funds
MinYeol
Kim

2

Information on Support
Provided

CMC2017.05.
213

2017.
5.21

Pharmaceutical
Product
11
Name

13
Contract Date

12
Quantity

Comparative
study
of the SL
PLUS and
the SL PLUS
MIA Ti/HA hip
stem on the
operation of
femoral neck
fracture

3

2

4
5
7
6
Approval Approval
Affiliated
Name
No.
Date
Organization

B-100
/301- 1100

2017.
7.9

MinYeol
Kim

Hospital BA

Information on Support Provided

8
Name

9
Affiliated
Organization

10
Research
Funds

EunWu
Kim

Hospital BB 20,000,000

Medical Device
11
Name

12
Quantity

Vascular
catheter
guidewire
(M,0014xxx)

10

13
Contract
Date

2017.
9.9

* Under the “ 3 Category” section, the applicable number shall be stated among the following
clinical trial category numbers:
1: Clinical trial whose plan has been approval by the Minister of the Ministry of Food and Drug Safety
pursuant to Article 34, Paragraphs (1) and (7) of the Pharmaceutical Affairs Act;

Hospital BA

AhRGH
EunYeong Hospital AA
Hospital BB 35,000,000
tablet
Wu Kim
Jang

2
Name

Sub-Investigators

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code

A: The supporter of an overseas academic conference shall specify the names of both the
organizer of the overseas academic conference and the domestic delegated organization.

3. Support for clinical trials

Clinical Trial
Investigator

Information on Clinical Trial
1
Serial
No.

20,000

2017.1.25

SeonHospital BC
Mi Lee

2: Clinical trial whose plan has been approval by the Institutional Review Board pursuant to
Paragraph 6 of Annex Table 4 of the Regulations on Safety of Pharmaceuticals, Etc.; or
3: Non-clinical trial (e.g. animal testing, laboratory testing, etc.) that has obtained prior approval
from the competent committee of the relevant medical institution.

* Under the “ 3 Category” section, the applicable number shall be stated among the following
clinical trial category numbers:
Q : Is an expenditure report required to be prepared even if clinical trial support is provided through a
contract research organization (“CRO”)?

2: Clinical trial whose plan has been approval by the Institutional Review Board pursuant to
Paragraph 6 of Annex Table 4 of the Regulations on Safety of Pharmaceuticals, Etc.; or

A: An expenditure report shall be prepared and retained even in cases where the support for
clinical trial is delegated to a CRO.

3: Non-clinical trial (e.g. animal testing, laboratory testing, etc.) that has obtained prior approval
from the competent committee of the relevant medical institution.

According to the literal interpretation of relevant statutes, CROs are not obligated to prepare
and retain an expenditure report. However, as CROs perform on behalf of the businesses of
pharmaceuticals suppliers, etc., the responsibility for preparing and retaining an expenditure
report is ultimately vested in pharmaceuticals suppliers, etc.
Therefore, pharmaceutical companies, etc. shall confirm the details of economic benefits provided
through their CROs, and prepare and retain a report thereon until three (3) months after the end of
each fiscal year.
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1: Clinical trial whose plan has been approval by the Minister of the Ministry of Food and Drug Safety
pursuant to Article 34, Paragraphs (1) and (7) of the Pharmaceutical Affairs Act;

2. The PAL and the Fair Competition Code

Q: Is an expenditure report required to be prepared even in case of sponsor-initiated clinical trials
in which pharmaceutical companies, etc. control a clinical trial in compliance with their statutory
obligations and thus are vested with relevant rights and obligations, and healthcare professionals
provide services to pharmaceutical companies, etc.?

The PAL and the Fair Competition Code

In case of sponsor-initiated clinical trials, however, clinical trials are conducted in compliance
with statutory obligations for, e.g., obtaining approval for relevant pharmaceuticals, and similar
documents are submitted to relevant organizations (e.g., Ministry of Food and Drug Safety). Given
the foregoing, an expenditure report and other requisite materials may be substituted by such
similar documents only in case of sponsor-initiated clinical trials that have obtained approval from
the Ministry of Food and Drug Safety.

Q: Is a pharmaceutical company also required to prepare an expenditure report if a medical institution
receives support for an investigator-initiated clinical trial and sub-delegates the clinical trial to other
medical institution?

A: Irrespective of whether a clinical trial is sub-delegated, a pharmaceutical company shall
prepare an expenditure report insofar as it has provided any economic benefits to a healthcare
professional.

Q: Is an expenditure report also required to be prepared if a clinical trial agreement is executed with a
non-medical institution, such as a university or an industry-academy cooperation foundation?

A: The requirement to prepare an expenditure report is not triggered based on a formal contractual
counterparty, but based on the actual recipient of economic benefits.
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A: Pursuant to the Pharmaceutical Affairs Act, the subjects of an expenditure report include
pharmacists, traditional medicine pharmacists, healthcare professionals, founders of medical
institutions or employees of medical institutions. Therefore, a professor in biotechnology who is
not affiliated with a medical institution does not constitute the subjects of an expenditure report.
However, if a professor in biotechnology is employed by a medical institution, the professor shall be
included in the subjects of an expenditure report.

Q : Is an expenditure report also required to be prepared if the support for clinical trial is provided by a
foreign head office without a Korean branch office’s involvement?

A: Pursuant to the Pharmaceutical Affairs Act, a pharmaceuticals supplier shall prepare an
expenditure report in principle. Therefore, a foreign head office that does not constitute a
pharmaceuticals supplier under the Pharmaceutical Affairs Act is not required to prepare an
expenditure report.
However, if a foreign head office is a formal party to a clinical trial contract but a pharmaceuticals
supplier under the Pharmaceutical Affairs Act substantially pays all or a portion of expenses arising
out of the implementation of the contract, the clinical trial, etc., that is considered to constitute
an act of a pharmaceuticals supplier, and thus the requirement to prepare an expenditure report is
triggered.

Q : When is an expenditure report required to be prepared if a clinical trial is conducted for several
years?

A: In principle, an expenditure report shall be prepared as of the time of providing economic
benefits. Therefore, even if a clinical trial is conducted for three years, an expenditure report shall
be prepared annually as of the time when research funds, including labor costs, are paid.
For example, if a clinical trial is conducted from January 2018 to December 2020 and research
funds are paid in three installments annually, an expenditure report shall be prepared in each fiscal
year when the installment of research funds is paid.
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Therefore, even if a clinical trial agreement is executed with a university or an industry-academy
cooperation foundation, an expenditure report shall be prepared insofar as a healthcare
professional, etc. are included in the investigators of the clinical trial concerned.

Q : If a professor in biotechnology who is not affiliated with a medical institution participates in a clinical
trial, is such professor also required to be included in the subjects of an expenditure report?

The PAL and the Fair Competition Code

A: In principle, all clinical trials, including investigator-initiated clinical trials and sponsor-initiated
clinical trials, are subject to the statutory requirement to prepare an expenditure report on clinical
trial support.

KRPIA 2019

2. The PAL and the Fair Competition Code

KRPIA 2019

4. Product presentation
Q: Is an expenditure report also required to be prepared if travel expenses and food/beverages are
provided for an investigator advisory meeting held in the course of a clinical trial?

<Pharmaceutical Affairs Act>
[Product presentation for multiple medical institutions]

The PAL and the Fair Competition Code

However, the provision of travel and food/beverage expenses in excess of customary out of
pocket expenses may constitute an illegal provision of economic benefits under Article 47 of the
Pharmaceutical Affairs Act. Therefore, travel and food/beverage expenses shall be paid to the
extent permitted by customary practices, and evidentiary materials therefor must be kept.
In addition, given that the investigator meeting is held in the course of a clinical trial, we
recommend that relevant expenses be also specified under the “Research Funds” section.

1
Serial
Number.

2
Product Name
(Standard Code)

1

Information on
Healthcare Professional

Amount Funded
8
Food/
Beverage
Expenses

9
Venue

10
Date/
Time

238,000

124,000

Hotel BA

2018.7.15
19:00 ~
2018.7.16
10:00

50,000

238,000

124,000

Hotel BA

2018.7.15
19:00 ~
2018.7.16
10:00

50,000

238,000

124,000

Hotel BA

2018.7.15
19:00 ~
2018.7.16
10:00

3
Name

4
5
6
7
Affiliated
Travel
Souvenir Accommodation
Organization Expenses Expenses
Expenses

BBB tablet 25mg, BBB
tablet 50mg, COOL
tablet 300mg,

AhYeong
Jang

Hospital AA

120,000

50,000

2

BBB tablet 25mg, BBB
tablet 50mg, COOL
tablet 300mg,

MinYeol
Kim

Hospital AB

80,000

3

BBB tablet 25mg, BBB
tablet 50mg, COOL
tablet 300mg,

EunWu
Kim

Hospital AC

100,000

Q: Do “ 10 Research Funds” mean only labor-related expenses or the total amount of research expenses?

* Any “souvenir expenses” and “food/beverage expenses” that are not more than KRW 10,000
(including VAT) may be omitted.

A: “ 10 Research Funds” do not mean only labor-related expenses, but means the total amount of
research expenses as specified in the relevant contract.

[Product presentation for a single medical institution]
1
Serial
Number.

2
Product Name
(Standard Code)

1

BBB tablet 25mg,
BBB tablet 50mg,
BBB tablet 75mg

Q: To what extent does the term “sub-investigator” cover?

A: Under the “Sub-Investigators” section, sub-investigators that are specified in the relevant
contract, research plan, etc. shall be stated.

Information on
Medical Institution

Information on Healthcare
Professional

3
Institution
Name

4
Institution No.

5
Name

Hospital AA

12345678

Min-Yeol Kim
Ah-Yeong Jang
Eun-Wu Kim

6
Funded Amount
(Food/
Beverages)

7
Venue

8
Date/
Time

90,000

Hospital AA

2018.5.9
20:30

The PAL and the Fair Competition Code

A: Under the “ 10 Research Funds” section, the total amount of research funds provided in the
relevant fiscal year shall be stated in principle. Therefore, travel and food/beverage expenses
that are separately provided for the investigator meeting are not required to be included in an
expenditure report.

* Any “souvenir expenses” and “food/beverage expenses” that do not exceed KRW 10,000 (including
VAT) may be omitted.
Q: How should “

4

Approval No.” be stated?
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A: If approval has been granted by the Ministry of Food and Drug Safety, the relevant approval
number of the Ministry of Food and Drug Safety shall be stated. Meanwhile, if approval has not
been granted by the Ministry of Food and Drug Safety but by the Institutional Review Board (IRB),
the relevant approval number of the IRB concerned shall be stated.

* If a presentation is not conducted for a certain amount of a pharmaceutical product but for the
overall aspects of a pharmaceutical product, all different amounts of pharmaceutical products are
not required to be stated, and only a representative one may be stated.

2. The PAL and the Fair Competition Code

KRPIA 2019

[Product presentation for multiple overseas medical institutions (Paragraph 1, Subparagraph C of Annex
Table of the Regulations on Maintaining Order in the Distribution and Sales of Medical Devices)]

<Pharmaceutical Affairs Act>
[Product presentation for multiple domestic medical institutions (Paragraph 1, Subparagraph A of Annex
Table of the Regulations on Maintaining Order in the Distribution and Sales of Medical Devices)]
Information on
Healthcare Professional

The PAL and the Fair Competition Code

2
Product
Name

Amount Funded

3
Name

4
Affiliated
Organization

5
Travel
Expenses

6
Souvenir
Expenses

7
Accommodation
Expenses

8
Food/Beverage
Expenses

9
Venue

2
Name

1

Spinal
cage
(LP0XXX)

10
Date/
Time

1

Vascular
catheter
guidewire
(M,0014xxx)

MinYeol
Kim

Hospital AA

50,000

40,000

150,000

80,000

Hotel CO

2017.9.9
09:00 ~
2019.9.10
18:00

2

Vascular
catheter
guidewire
(M,0014xxx)

EunWu
Kim

Hospital BA

0

40,000

0

80,000

Hotel CO

2017.9.9
09:00 ~
2019.9.10
18:00

* Any “souvenir expenses” and “food/beverage expenses” that are not more than KRW 10,000
(including VAT) may be omitted.

3
Name
MinYeol
Kim

8
4
5
6
7
Food/
Affiliated
Travel
Souvenir Accommodation
Beverage
Organization Expenses Expenses
Expenses
Expenses

9
Country

10
City

11
Place

Hospital AA

Malaysia

Kuala
Lumpur

Gleneagles
Hospital,
Hotel DF

2
Name

Amount Funded

1

Venue

8
4
5
6
7
3
Food/
Affiliated
Travel
Souvenir Accommodation
Name
Beverage
Organization Expenses Expenses
Expenses
Expenses

9
Country

10
City

11
Place

12
Date/
Time

1

Vascular
catheter
Seonguidewire
Mi Lee
(M,00
14xxx)

Hospital

620,000

50,000

450,000

200,000

2017.9.9
Singaporean
09:00 ~
Singapore Singapore Hospital, Hotel
2019.9.10
DD
18:00

2

Vascular
catheter Ahguidewire Yeong
(M,00
Jang
14xxx)

Hospital

620,000

50,000

450,000

200,000

2017.9.9
Singaporean
09:00 ~
Singapore Singapore Hospital, Hotel
2019.9.10
DD
18:00

* Any “souvenir expenses” and “food/beverage expenses” that are not more than KRW 10,000
(including VAT) may be omitted.

-

200,000

200,000

2017.8.10
9:00~
8.11
5:00

Information on Medical Institution
2
Name

Osteosynthesis screw
(25-XXX)

3
Institution Name

Hospital SS

4
Institution No.

Information
on Healthcare
Professional
5
Name

6
Amount
Funded
(Food/
Beverages)

7
Venue

8
Date/
Time

Min-Yeol Kim

55,000

Restaurant FKM
(Yeoksam-dong,
Gangnam-gu, Seoul)

2017.9.9
11:00

Eun-Wu Kim

55,000

Restaurant FKM
(Yeoksam-dong,
Gangnam-gu, Seoul)

2017.9.9
11:00

40056789

* Any “souvenir expenses” and “food/beverage expenses” not exceeding KRW 10,000 (including VAT)
may be omitted.

Q : If two or three pharmaceutical companies jointly conduct a product presentation, how should the
amount of food/beverage expenses be stated?

A: The amount of food/beverage expenses funded for a product presentation shall be stated
based on the amount of food and beverages actually provided to healthcare professionals, not the
amount of food and beverages provided by each pharmaceutical company.
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500,000

12
Date/
Time

[Product presentation for a single medical institution Paragraph 2 of Annex Table of the Regulations on
Maintaining Order in the Distribution and Sales of Medical Devices)]

[Importer’s product presentation for healthcare professionals (Paragraph 1, Subparagraph B of Annex
Table of the Regulations on Maintaining Order in the Distribution and Sales of Medical Devices)]

1
Serial
No.

Venue

* Any “souvenir expenses” and “food/beverage expenses” not exceeding KRW 10,000 (including VAT)
may be omitted.

1
Serial
No.

Information
on Healthcare
Professional

Amount Funded

The PAL and the Fair Competition Code

1
Serial
No.

1
Serial
No.

Information
on Healthcare
Professional

2. The PAL and the Fair Competition Code

KRPIA 2019

For instance, if two pharmaceutical companies jointly conduct a product presentation and
provide food and beverages worth KRW 30,000 at the product presentation, KRW 30,000, not KRW
15,000 (i.e., half of KRW 30,000), shall be stated in principle.

The PAL and the Fair Competition Code

1

Serial
No.

1

Information on
Medical Device
2

Information on Healthcare Professional
3

Details of Support
6

Product Name
(Standard Code)

Whether to Be
subject to ReExamination

4

5

Name

Affiliated Organization

Unit Price per
Case

Number of Cases

7

Osteosynthesis screw
(25-XXX)

N

Min-Yeol Kim

Hospital AA

40,000

10

The PAL and the Fair Competition Code

In this case, however, a statement such as “KRW 30,000 (jointly paid with Pharmaceutical
Company B)” is also permitted, and even if the amount of expenses paid by each company is not
more than KRW 10,000, the requirement to prepare an expenditure report will not be exempted.

<Medical Devices Act>

* Under the “ 2 Product Name” section, both the product and model names of a medical device
shall be stated.
Q: Is an expenditure report also required to be prepared if speaker’s/lecturer’s fees, travel expenses,
etc. are paid to the speakers/lecturers of a product presentation/education/training?

A: The remuneration for speakers/lecturers (e.g., speaker’s/lecturer’s fees) is not required to be
included in an expenditure report.
However, if speakers/lecturers participate in a product presentation/education/training before or
after their presentations/lectures and receive food/beverages, souvenirs, travel expenses, etc. as
participants, the relevant expenses are required to be stated in an expenditure report.

Q : Is an expenditure report also required to be prepared for a voluntary post-marketing surveillance
study?

A: An expenditure report shall be also prepared with regard to a voluntary post-marketing
surveillance study. In this case, “N” shall be stated under the “ 3 Whether to Be subject to ReExamination” section.

* The expenses paid to the speakers/lecturers of overseas product presentations under Paragraph
1, Subparagraph C of Annex Table of the Regulations on Maintaining Order in the Distribution and
Sales of Medical Devices shall be included in an expenditure report.
Q : When is an expenditure report required to be prepared if a post-marketing surveillance study is
conducted for several years?

5. Post-marketing surveillance study
<Pharmaceutical Affairs Act>

1

Serial
No.

2

Information on Healthcare Professional
3

Details of Support
6

Product Name
(Standard Code)

Whether to Be
subject to ReExamination

4

5

Name

Affiliated Organization

Unit Price per
Case

Number of Cases

7

1

ZZZ tablet

N

Min-Yeol Kim

Hospital AA

50,000

120

2

ZZZ tablet

N

Eun-Wu Kim

Hospital BA

50,000

20

3

EFG tablet

Y

Ah-Yeong Jang

Hospital CA

300,000

75

4

EFG tablet

Y

Seon-Mi Lee

Hospital DA

300,000

92

Q : Is an expenditure report also required to be prepared if a portion of post-marketing surveillance
study fees has been paid in advance but the payment report of the relevant fiscal year has yet to be
received?

A: An expenditure report shall be prepared as of the time of providing economic benefits,
irrespective of whether a post-marketing surveillance study or a clinical trial is actually completed.
Therefore, even if a relevant payment report has yet to be received, an expenditure report shall be
prepared insofar as any economic benefits are provided.
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Information on
Pharmaceutical
Product

A: In principle, an expenditure report shall be prepared as of the time of providing economic
benefits. Therefore, even if a study is conducted for several years, an expenditure report shall be
prepared as of the time of paying research funds (i.e., the fiscal year in which economic benefits
are provided).

2. The PAL and the Fair Competition Code

6. Price discounts based on payment terms

7. Pre-purchase performance testing of medical devices

<Pharmaceutical Affairs Act>

<Medical Devices Act>

1

Serial
No.

Information on Medical Institution

Information on Contract

2

3

4

5

6

Institution Name

Institution Code

Transaction Date

Payment Date

Discount Rate

1

Pharmacy EE

45678901

2018.01.05

2018.03.29

0.6%

2

Pharmacy FF

56789123

2018.02.28

2018.03.31

1.8%

1

1

1

Hospital
AA

12354678

* Under the “
stated.

<Medical Devices Act>

Serial
No.

Information on
Medical Institution
1
Serial
2
3
No. Institution Institution
Name
Code

Information on Medical Institution

4

Information on Medical Device
4
Name

Quantity Provided
5
Approval/
8
6
7
Certification/ Packaging Quantity
Total
Report No.
Unit
Provided ( 6 × 7 )

Osteosynthesis
Suin 17-2XX
screw

2

3

4

5

6

Institution Code

Transaction Date

Payment Date

Discount Rate

Hospital DD

13, Doum 4-ro, Sejong
City (medical institution’s
refusal of notification)

2018.02.02

2018.04.27

0.6%

1

1

2017.
09.19

2017.
09.22

12
Date of
Purchase

2017.
10.10

Not purchased

Name” section, both the product and model names of a medical device shall be

* Under the “ 6 Packaging Unit” section, the total quantity per package shall be stated, and if each
piece of a product is separately packed, “1” shall be stated

Q: What is the difference between “

4

1

11
Date of
Return

Information on Contract

Institution Name

Q: What does “

Information on Contract
9
Date of
10
Provision Date of
Arrival

The PAL and the Fair Competition Code

The PAL and the Fair Competition Code

KRPIA 2019

Transaction Date” mean?

A: It means the date when a pharmaceutical product arrives at a medical institution.

9

Date of Provision” and “ 10 Date of Arrival”?

A: “ 9 Date of Provision” refers to the date when a medical institution completes the installation of
a medical device and becomes able to use the medical device, and “ 10 Date of Arrival” refers to the
date when a medical device arrives at a medical institution.
Example 1. If a medical device arrives at a medical institution on March 3, 2018 and is completely
installed on the same day
Both the date of provision and the date of arrival shall be stated as March 3, 2018.
Example 2. If a medical device arrives at a medical institution on March 3, 2018 but is completely
installed on March 15, 2018

96
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The date of provision shall be stated as March 3, 2018, and the date of arrival shall be stated as
March 15, 2018.

2. The PAL and the Fair Competition Code

KRPIA 2019

8. Other FAQs
Q: How should an expenditure report be prepared if other industrial products (e.g., power supply system)
are provided together as main accessories and parts of a medical device so as to facilitate the prepurchase performance testing of the medical device?

The PAL and the Fair Competition Code

A: There is no separately required form, and any evidentiary materials that facilitate the verification
of the contents of an expenditure report are accepted.

Q: Is an expenditure report required to be prepared even if the medical device concerned is not
purchased? In this case, what should be stated under the “ 12 Date of Purchase” section?

For example, (i) a certificate of receipt (that might facilitate the substantiation of relevant details)
in case of provision of samples, (ii) a clinical trial agreement (that might facilitate the substantiation
of relevant details) in case of provision of support for a clinical trial, and (iii) a “written request
for payment of academic conference participation support funds” by the relevant organization
(that might facilitate the substantiation of relevant details) in case of provision of support for an
academic conference are acceptable as evidentiary materials.

A: Irrespective of whether the medical device concerned is actually purchased, an expenditure
report shall be prepared insofar as the medical device has been provided for performance testing
purposes. In such case, phrases such as “Not purchased,” “N,” “Non applicable,” etc. shall be stated.

Q: Is an expenditure report necessarily required to be prepared in accordance with the forms attached
hereto?

Q: How should an expenditure report be prepared if a product for demonstration use is provided at the
time of pre-purchase performance testing and another new product is provided at the time of purchase
decision?

A: “ 9 Date of Provision,” “ 10 Date of Arrival,” etc. shall be stated based on the medical device
provided for demonstration use, and “ 12 Date of Purchase” shall be stated based on the date of
actual purchase.
In this case, a medical device is not considered to have been returned due to a non-purchase
decision, and thus “ 11 Date of Return” may be omitted.

The PAL and the Fair Competition Code

A: Despite not constituting a medical device, if the accessories and parts are independently
sellable, relevant expenses shall be included in an expenditure report. In this case, “ 4 Name,”
“Quantity Provided,” etc. shall be stated in accordance with the above template format, and
approval numbers are not required to be stated because they do not exist.

Q: Is there any specifically prescribed form of the evidentiary materials for an expenditure report?

A: Insofar as all details required in the attached forms are included, an expenditure report may be
prepared and kept in another form depending on the circumstances of an individual company. If
necessary, additional information may be also stated and managed.
Example) In cases where the details of sample provision are managed on a department-bydepartment basis

Q: Can an expenditure report be managed in an electronic form?

A: For the sake of convenience and economic efficiency of management, an expenditure report
may be retained in the form of an electronic file (e.g., Excel, etc.).
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2. The PAL and the Fair Competition Code

KRPIA 2019

C. Additional FAQs about Expenditure Reports

D. In addition, while the PAL does not specify the indication method of company names
or product names, they must be indicated in a manner which will allow a third-party
citizen to clearly recognize the items were provided for promotional purposes

Q. How important are evidentiary materials for expenditure reports on product presentations and what kind of
evidentiary materials are appropriate?

The PAL and the Fair Competition Code

August 4,
2014

The meaning of “minimum
quantity” regarding provision of
samples
When an overseas academic
society hosting an overseas
academic conference entrusts
payments made to domestic
HCPs and other duties to a
relevant domestic academic
society or an agency in writing,
whether it would be permissible
for such overseas academic
society to pay the attendees via
the domestic academic society
or the agency entrusted with the
work

Q.With regard to support for clinical trials, do “research costs” on an expenditure report include overhead costs?

A. Rather than mere labor costs, “research costs” refer to the total research costs specified in the relevant contract.
Accordingly, as long as overhead costs are provided to healthcare institutions along with clinical research costs,
such should be included in “research costs” and therefore, overhead costs should also be reported as research costs.

D. MOHW Authoritative Interpretations
Date
August 16,
2017

2017

100

The time at which a company
with a fiscal year ending in
April becomes obligated to
prepare expenditure reports

Whether food and beverages
are included in “promotional
aids not exceeding a value
of KRW 10,000” which may
be provided during product
presentations

Summary of the MOHW’ s Response
(Commencement of Preparation) Regardless of its fiscal period, a company is required
to prepare expenditure reports on the permitted economic benefits it provided from
January 1, 2018. (Completion of Preparation) A company is required to complete
preparation of expenditure reports within three (3) months after the end of its fiscal year.
A. Annex 2 of the Enforcement Rules permits provision of promotional aids not exceeding
a value of KRW 10,000 or food and beverages not exceeding a value of KRW 100,000 per
day (up to four occasions per month) during single institution product presentations.
B. Accordingly, providing benefits within socially acceptable boundaries, e.g., small-value
coffee, would likely not violate Article 47(2) of the PAL.
C. However, if coffee is to be provided as a “promotional aid” rather than “food and
beverages,” their value must not exceed the KRW 10,000 cap and they must comply with
regulations requiring indication of the company’s name or a product name.

14, 2011

(Regarding support for academic conferences) It constitutes a violation of the PAL and
the MSA for a pharmaceutical company to directly provide expenses for transportation,
meals, etc. to HCPs attending an overseas academic conference.
- However, where, as you inquired, an overseas academic society entrusts provision of
out-of-pocket expenses for transportation, meals, accommodations and registrations
to a relevant domestic academic society or an agency in writing, such would likely not
violate the PAL or the MSA.
(Regarding product presentations) The Enforcement Rules provides that food and
beverages can be provided only to doctors, dentists, doctors of oriental medicine,
pharmacists and herbal pharmacists during product presentations.
- Accordingly, it would constitute a violation of the PAL and the MSA to provide
transportation expenses, food and beverages to nurses or medical technicians
attending a product presentation.
It would, however, be permissible for a pharmaceutical company to hold a product
presentation for nurses without providing food and beverages.

The meaning of minimum
number of case reports for which
post-marketing survey (“PMS”)
fees can be paid

(Regarding PMS fees) The restriction on the minimum number of case reports exists to
prevent PMSs from being used as a pretext for providing improper economic benefits.
- Provision of PMS fees would not violate the PAL or the MSA if provided based on
the “number of cases that meet the number of cases subject to safety evaluation for
application of re-evaluation to the MFDS,” as you inquired.

Whether it is permissible
to provide congratulatory /
condolence payments and Lunar
New Year and Chuseok holiday
gifts

(Regarding congratulatory/condolence payments and holiday gifts) Provision of
congratulatory/condolence payments and holiday gifts to healthcare institutions
does not fall within the scope of permitted economic benefits under the Enforcement
Rules. Accordingly, it would be a violation of the PAL and the MSA if such is provided for
purposes of promoting sales.

Whether it is permissible for
a pharmaceutical company to
provide lecture fees or consulting
fees for lectures or consultations
it requested to HCPs

(Regarding lecture fees) If a pharmaceutical company invited HCPs as lecturers and
provided lecture fees that were commensurate with services rendered by the HCPs,
such payments would not violate the PAL’s or the MSA’s prohibition against provision of
economic benefits for purposes of sales promotion.
- However, if lectures are used as a pretext to provide improper economic benefits to
HCPs, then the lecture fee payments may be found as violations of the PAL and the MSA.

Whether it is permissible
to engage in market surveys,
advertising and exhibitions
as prescribed in the Fair
Competition Code approved by
the KFTC

(Regarding market surveys and advertising as provided in the Fair Competition Code)
Unless market surveys, advertising and exhibitions prescribed in the Fair Competition
Code are used as pretexts to provide improper economic benefits, such would likely not
be deemed in violation of the PAL or the MSA.
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Inquiry

February

Where it is essential to
provide necessary and relevant
information to nurses and medical
technicians due to the nature of a
pharmaceutical product, whether
it would be permissible to provide
transportation expenses and food
and beverages to such attendees
(i.e., nurses and medical
technicians)

(Regarding samples) The “minimum quantity” requirement exists to prevent provision
of improper economic benefits to HCPs by means of providing excessive pharmaceutical
products as samples.
- Accordingly, it would be a violation of the PAL and the MSA to provide products in large
packages when smaller packages are available, or in excess of the quantity necessary to
identify products, or to repeatedly provide samples where such is unnecessary (unlike
where there has been a change in the product’s form).

The PAL and the Fair Competition Code

A. Article 47-2 of the PAL requires pharmaceutical companies to retain expenditure reports and relevant books and
evidentiary materials. Accordingly, even in the case of product presentations, it is necessary to prepare evidentiary
materials in addition to the information stated on the expenditure report form.
There are no clear guidelines on the types of evidentiary materials which must be retained along with an expenditure
report but, rather than limiting such materials to a specific format, it is generally understood that the MOHW accepts
any evidentiary materials which support the information stated on an expenditure report. For example, in the case
where samples are provided, a detailed receipt could serve as an evidentiary material.
Therefore, it is necessary to prepare separate evidentiary materials for product presentations. While many
documents may serve as evidentiary materials for a product presentation, it would be advisable to ask the recipient
HCP to personally review and sign a document (in whatever format) which specifies the amount of economic
benefits offered – this method is advisable in that (i) an HCP’s signature would more clearly prove the provision of
economic benefits than a picture of the presentation (which does not specify the amount of economic benefits
provided) or a guestbook (which does not guarantee accuracy) and (ii) since Article 44-2 of the Enforcement Rules
obligates pharmaceutical companies to, upon a recipient’s request, provide HCPs with the details of economic
benefits offered to them, obtaining a signature from HCPs would help pharmaceutical companies minimize
potential disputes over whether economic benefits were provided.

A. Provided the PAL’s legislative intent to generally prohibit provision of economic
benefits for sales promotional purposes (Article 47(2) of the PAL), pharmaceutical
The MOHW’s authoritative
manufㅋacturers, etc. also assume liability where illegal rebates are provided through
interpretation regarding provision CSOs or other third parties.
of illegal rebates through contract B. Accordingly, manufacturers, etc. should instruct and supervise CSOs to prevent
sales organizations (the “CSO(s)”) them from engaging in any illegal conduct, including providing illegal rebates. Even
and/or other third parties
if manufacturers, etc. assert that CSOs have provided illegal rebates at their own
discretion, manufacturers, etc. who are responsible for instructing and supervising
such CSOs will be held partially or fully liable.

3
The PAL and the Fair Competition Code

The
Anti-Graft Act
1. The Enforcement of the Anti-Graft Act and Its
Impact on the Pharmaceutical Industry
2. Key Provisions of the Anti-Graft Act
3. Reference Materials
A. Anti-Graft Act FAQs
B. Authoritative Interpretations of the Anti-Graft Act

The Anti-Graft Act

102

3. The Anti-Graft Act

KRPIA 2019

Anti-Graft Act

1. The Enforcement of the Anti-Graft Act and Its
Impact on the Pharmaceutical Industry
The Enforcement of the Anti-Graft Act and Its Impact on the Pharmaceutical Industry
The Act on the Prohibition of Provision/Receipt of Benefits and Improper Solicitation (“Anti-Graft Act”) was enacted
on September 28, 2016. The responsible authority, the Anti-Corruption and Civil Rights Commission (“ACRC”),
announced in its interpretations and guidelines that the Anti-Graft Act was enacted to root out cultures of improper
entertainment and solicitation and establish a fair and transparent society.
The Anti-Graft Act can broadly be divided into two parts: (i) prohibition of improper solicitation and (ii) prohibition of
provision/receipt of money and valuables. In particular, the provisions prohibiting improper solicitation stipulate that
no person may, either directly or indirectly through a third party, improperly solicit public officials performing official
duties, and classify such improper solicitation into 15 types.

Meanwhile, the Anti-Graft Act sets forth separate regulations on outside lecture fees and relevant travel expenses
payable to public officials (Article 10 of the Anti-Graft Act and Annex 2 of the Enforcement Decree of the Anti-Graft Act).
However, such standards caused confusion within the industry because the standards under the Anti-Graft Act were
inconsistent with the payment standards for lecture and consulting fees which had been applied in the pharmaceutical
industry. The Enforcement Decree of the Anti-Graft Act was amended on January 17, 2018 to permit most lecture and
consulting fee payments to HCPs insofar as such payments are made in compliance with the Fair Competition Code.
Accordingly, only the payment standards for travel expenses (e.g., transportation, accommodation and meal expenses)
paid in addition to the compensation for outside lectures and consultation remain in dispute (for further details
concerning payment standards, please refer to the Anti-Graft Act FAQs).

However, provision of money and valuables to public officials is permitted in exceptional circumstances as specified
in the subparagraphs of Article 8(3) of the Anti-Graft Act, and the requirements of such exceptions are elaborated in
the interpretations and periodicals published by the ACRC.

The Anti-Graft Act

The Anti-Graft Act

Similar to the dual punishment system under the PAL, the provisions prohibiting the provision/receipt of money and
valuables under the Anti-Graft Act are based on a positive system consisting of general prohibitions and exceptional
permissions. The provisions prescribe that, regardless of the relevance to public officials’ duties or purpose, no
person may provide public officials money and valuables exceeding KRW 1 million per occasion (KRW 3 million per
year). Also, even when money and valuables are below the aforementioned thresholds, the provider may be subject to
administrative fines of up to two to five times the amount provided where such money and valuables are provided in
relation to the duties of the recipient public official.

However, the Anti-Graft Act exceptionally permits provision and receipt of “money and valuables permitted by
other laws, standards or social norms (Article 8(3), Item 8 of the Anti-Graft Act),” and such “other laws” include the
Enforcement Rules. As such, some asserted that the Anti-Graft Act should be interpreted to permit provision/receipt
of economic benefits enumerated in Annex 2 of the Enforcement Rules, and the influence of the Anti-Graft Act on the
pharmaceutical industry was significantly decreased when the ACRC issued an authoritative interpretation in support of
such argument.

The Impact of the Anti-Graft Act on the Pharmaceutical Industry
The major characteristics of the Anti-Graft Act are its (i) expanded scope of application, (ii) prohibition of improper
solicitation, (iii) general prohibition and exceptional carve outs regarding the provision of money and valuables and (iv)
vicarious liability.
More specifically, the Anti-Graft Act expanded its application to “public officials” which includes government
officials subject to bribery regulations under the Criminal Code as well as officers and employees of public servicerelated organizations, teachers of all levels of schools, officers and employees of educational institutions and the
representatives, officers and employees of media outlets. As a result, many doctors holding positions as medical school
professors came to fall under the definition of public official, subjecting them to the regulations of the Anti-Graft Act,
and pharmaceutical companies began to reconsider existing business activities which had been conducted pursuant to
the PAL.
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2. Key Provisions of the Anti-Graft Act
Article 2 of the Anti-Graft Act: Organizations and individuals subject to the Anti-Graft Act
Article 2 (Definitions)
The definitions of the terms used in this Act shall be as follows:
1. The term “public institution” means an agency or organization that falls under any of the following items:
(a) The National Assembly, courts, Constitutional Court, election commissions, Board of Audit and Inspection, National Human
Rights Commission, central administrative agencies (including organizations belonging to the President and Prime Minister)
and institutions attached thereto, and local governments;
(b) Public service-related organizations as prescribed in Article 3-2 of the Public Service Ethics Act;
(c) Organizations as prescribed in Article 4 of the Act on the Management of Public Institutions;
(d) Schools of various levels established under the Elementary and Secondary Education Act, Higher Education Act, Early
Childhood Education Act, and other Acts and subordinate statutes, as well as educational corporations established under the
Private School Act; and
(e) Media companies as prescribed in Subparagraph 12 of Article 2 of the Act on Arbitration and Remedies, etc. for Damage
Caused by Press Reports.
2. The term “public official or relevant person” means a public official or employee performing public duties who falls under any
of the following items:
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(d) The representatives and employees of media companies as prescribed in Item (e) of Subparagraph 1.

Article 5 of the Anti-Graft Act

Article 5 (Prohibition of Improper Solicitations)
1 No one shall solicit a public official or relevant person performing his or her duties, directly or through a third party, for an
improper act which falls under any of the following subparagraphs:

1. An act of exerting influence in order that authorization, permission, license, patent, approval, inspection, examination, test,
certification, confirmation or any other duties, which are handled upon receiving an application from a duty-related party under
the conditions prescribed by Acts and subordinate statutes (including ordinances and rules; hereinafter the same shall apply),
are managed in violation of Acts and subordinate statutes;
2. An act of mitigating or remitting various administrative dispositions or punishments such as the cancellation of authorization
or permission, and imposition of taxes, charges, fines for negligence, penalty surcharges, charges for compelling compliance,
penalties or disciplinary actions in violation of Acts and subordinate statutes;
3. An act of intervening or exerting influence in the appointment, promotion, job transfer or any other personnel management of
public officials or relevant persons in violation of Acts and subordinate statutes;
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5. An act of trading in influence in violation of Acts and subordinate statutes in order that a specific individual, organization or
legal person is chosen or rejected in the selection by a public institution for the recipient individual or organization of any award,
prize or commendation for outstanding performance;
6. An act of trading in influence in order that duty-related confidential information on tender, auction, development, test, patent,
military affair, taxation, etc. is disclosed in violation of Acts and subordinate statutes;
7. An act of trading in influence in order that a specific individual, organization or legal person is selected or rejected as a party to
a contract in violation of Acts and subordinate statutes related to the contract;
8. An act of intervening or exerting influence in order that subsidies, incentives, contributions, investments, grants, funds, etc.
are assigned to, provided to, invested in, deposited in, lent to, used to make contributions to, or finance a specific individual,
organization or legal person in violation of related Acts and subordinate statutes;
9. An act of trading in influence in order that a specific individual, organization or legal person buys, exchanges, uses, benefits
from or possesses goods and services that are produced, provided or managed by public institutions beyond the monetary value
set forth by Acts and subordinate statutes or against normal transaction practices;
10. An act of trading in influence in order that admission, grades, performance tests or other matters related to schools of
various levels are handled and manipulated in violation of Acts and subordinate statutes;
11. An act of trading in influence in order that physical examination for conscripts, assignment to a military unit, appointment or
any other matters related to military service are handled in violation of Acts and subordinate statutes;
12. An act of trading in influence in order that, in various assessments and judgments performed by public institutions, the
assessment or judgment is made in violation of Acts and subordinate statutes or the results are manipulated;
13. An act of trading in influence in order that a specific individual, organization or legal person is selected or rejected as an object
of administrative guidance, control, inspection or examination, the outcome thereof is manipulated, or discovered violations are
ignored in violation of Acts and subordinate statutes;
14. An act of trading in influence in order that the investigation, judgment, adjudication, decision, conciliation, arbitration, or
settlement of a case or any other equivalent function is handled in violation of Acts and subordinate statutes; and
15. An act of exerting official authority by a public official or relevant person beyond the limits of his or her position and authority
granted by Acts and subordinate statutes, or doing something that a public official or relevant person does not have legitimate
authority over regarding the duties that may be an object of the improper solicitation set forth by Subparagraphs 1 through 14.

The Anti-Graft Act

(a) Civil servants under the State Public Officials Act or Local Public Officials Act, and the persons who are recognized by other
Acts as civil servants in terms of their qualification, appointment, educational training, service, remuneration, guarantee of
position and so on;
(b) The heads of public service-related organizations and public institutions as prescribed in Items (b) and (c) of Subparagraph 1,
and their employees;
(c) The heads of schools of various levels and educational corporations as prescribed in Item (d) of Subparagraph 1, and their
employees; and

4. An act of trading in influence in violation of Acts and subordinate statutes in order that a person is appointed to or rejected
from a position which intervenes in the decision-making of a public institution, including a member of various deliberation, decisionmaking and arbitration committees as well as a member of a committee for a test or screening administered by a public institution;

2 Notwithstanding the provisions of Paragraph (1), this Act shall not apply to any case falling under any of the following
subparagraphs:

1. An act of requesting certain actions such as asking for the remedy against or resolution of infringement on a right, or
suggesting or recommending the establishment, amendment or rescission of related Acts and subordinate statues, and
standards in accordance with the procedures and methods set forth by the Petition Act, Civil Petitions Treatment Act,
Administrative Procedures Act, National Assembly Act, other Acts and subordinate statutes, and standards (including rules,
policy and standards of the public institutions as prescribed in Items (b) through (e) of Paragraph (1) of Article 2; hereinafter the
same shall apply);
2. An act of soliciting publicly a public official or relevant person for a certain action;
3. An act where an elected public official, political party, civil society organization, etc. delivers a third party's complaints and
grievances for the public interest, or suggests or recommends establishing, amending or repealing any Acts and subordinate
statutes and standards, or improving policies, projects, systems, and their management;
4. An act of requesting or demanding that a public institution complete a certain duty within a statutory deadline, or inquiring or
asking confirmation about the progress or outcome thereof;
5. An act of applying or making a request for confirmation or certification of a certain duty or juristic relations;
6. An act of requesting explanation or interpretation of systems, procedures or Acts and subordinate statutes related to a certain
duty in a form of inquiry or consultation; and
7. Any other acts which are not recognized as defying social rules.
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Article 8 of the Anti-Graft Act

Article 10 of the Anti-Graft Act

Article 8 (Prohibition of Acceptance of Financial or Other Advantages)

Article 10 (Restriction of Acceptance of Honoraria for Outside Lectures or Relevant Activities)

A public official or relevant person shall not accept, request, or promise to receive a financial or other advantage
in excess of one million won at a time or three million won in a fiscal year from the same person, regardless of the
relationship between such offer and his or her duties, and the motive for such offer, including contribution, sponsorship,
donation, etc.

1 A public official or relevant person shall not accept money in excess of the limits provided under Presidential Decree as
an honorarium for a lecture, presentation or contribution that is related to his or her duties or requested due to de facto
influence arising from his or her position or responsibilities (hereinafter referred to as “outside lecture or relevant activity”)
at a training course, promotional event, forum, seminar, public hearing or any other meeting.

1

2 A public official or relevant person shall not accept, request, or promise to receive a financial or other advantage not
exceeding the amount set forth by Paragraph (1) in connection with his or her duties, regardless of whether such offer is
given in exchange of any favors.
3 An honorarium for an outside lecture or relevant activity as prescribed in Article 10, or a financial or other advantage
that falls into any of the following subparagraphs shall not fall under the category of a financial or other advantage which
public officials or relevant persons are restricted from accepting as prescribed in Paragraph (1) or (2):

1. Financial or other advantages that a public institution offers to public officials or relevant persons who belong to the
institution or are on assignment thereto, or a senior public official or relevant person offers to his or her subordinates to
either raise their morale or console, encourage or reward them;
2. Food and drink, congratulatory or condolence money, gifts, or other items that are offered for smooth performance
of duties or for social relationships, rituals or assistance to festivities and funerals, the value of which is within the limit
provided by Presidential Decree;
3. Financial or other advantages that are offered from a legitimate source of right due to a private transaction such as the
payment of debts (excluding donation);
4. Financial or other advantages that relatives (under Article 777 of the Civil Act) of a public official or relevant person offer;
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6. Financial or other advantages that are uniformly provided by an organizer of an official event related to the duties of a
public official or relevant person to all participants thereof, including transportation, accommodation, and food and drink;
7. Souvenirs or promotional goods distributed to many and unspecified persons, or awards or prizes that are given by a
contest or lottery; and
8. Financial or other advantages that are permitted by any other Acts and subordinate statutes, standards or social rules.
4 The spouse of a public official or relevant person shall not receive, request or promise to receive a financial or other
advantage that public officials or relevant persons are prohibited from accepting (hereinafter referred to as “unacceptable
financial or other advantage”) pursuant to Paragraph (1) or (2) in connection with the duties of the public official or relevant
person.

Article 22 (Criminal Punishments)
1 Any person who falls under any of the following subparagraphs shall be punished by imprisonment for not more than
three years or by a fine not exceeding 30 million won:

1. A public official or relevant person who violates Paragraph (1) of Article 8 (including private persons performing public
duties under Article 11). Provided, however, that a public official or relevant person who submitted a report as prescribed in
Paragraph (1), (2) or (6) of Article 9, or who returned, delivered or expressed an intention to reject an unacceptable financial
or other advantage shall be excluded;
2. A public official or relevant person (including private persons performing public duties under Article 11) who recognizes
that his or her spouse received, requested or promised to receive an unacceptable financial or other advantage under
Paragraph (1) of Article 8 in violation of Paragraph (4) of the same article, and fails to report the fact thereof as prescribed in
Paragraph (1), Subparagraph 2 of Article 9 or Paragraph (6) of the same article. Provided, however, that this shall not apply
when the public official or relevant person, or his or her spouse returned, delivered or expressed an intention to reject the
unacceptable financial or other advantage in accordance with Paragraph (2) of Article 9;
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5. Financial or other advantages that employees' mutual aid societies, clubs, alumni associations, native folks societies,
friendship clubs, religious groups, social organizations, etc. related to a public official or relevant person offer to their
members in accordance with the rule set forth by respective organizations, and financial or other advantages that those
who have long-term and continuous relationships with a public official or relevant person such as a member of the same
organizations with the public official or relevant person give the public official or relevant person who is in need due to a
disease or other kind of disaster;

Article 22 and 23 of the Anti-Graft Act

3. Any person who offers, promises to offer, or expresses an intention to offer an unacceptable financial or other advantage
as prescribed in Paragraph (1) of Article 8 to a public official or relevant person (including private persons performing public
duties under Article 11), or his or her spouse in violation of Paragraph (5) of the same article;
4. Any person who tells, discloses or publicizes to any third party personal information concerning a reporting person or
cooperator, or other facts from which the identity of the reporting person or cooperator can be inferred in violation of
Paragraph (1) of Article 12 in the Act on the Protection of Public Interest Whistleblowers, which is applied mutatis mutandis
under Paragraph (4) of Article 15; and
5. A public official or relevant person who divulges confidential information that was learned in the process of handling his
or her duties in violation of Article 18.

5 No one shall offer, promise to offer, or express an intention to offer an unacceptable financial or other advantage to a
public official or relevant person, or his or her spouse.
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2 Any person who falls under any of the following subparagraphs shall be punished by imprisonment for not more than two
years or by a fine not exceeding 20 million won:

1. A public official or relevant person (including private persons performing public duties under Article 11) who performs his
or her duties as directed by an improper solicitation in violation of Article 6;
2. Any person who takes a disadvantageous measure falling into Item (a) of Subparagraph 6 of Article 2 in the Act on the
Protection of Public Interest Whistleblowers in violation of Paragraph (2) of Article 15; and
3. Any person who fails to take a protective measure which was confirmed under Paragraph (2) of Article 21 in the Act
on the Protection of Public Interest Whistleblowers, which is applied mutatis mutandis as prescribed in Paragraph (4) of
Article 15, or as a result of an administrative litigation.
3 Any person who falls under any of the following subparagraphs shall be punished by imprisonment for not more than one
year or by a fine not exceeding 10 million won:

1. Any person who hinders reporting or cooperation or forces withdrawal of the reporting or cooperation in violation of
Paragraph (1) of Article 15; and
2. Any person who takes a disadvantageous measure against a reporting person or cooperator in violation of Paragraph (2)
of Article 15, which falls into any of Items (b) through (g) of Subparagraph 6 of Article 2 in the Act on the Protection of Public
Interest Whistleblowers.
4 The financial or other advantage under Subparagraphs 1 through 3 of Paragraph (1) shall be confiscated. Provided, that if
it is impossible to confiscate the whole or part of the financial or other advantage, the value thereof shall be collected.

Article 23 (Fine for Negligence)
1 Any person who falls under any of the following subparagraphs shall be subject to a fine for negligence not exceeding 30
million won:
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2. Any person who refuses to submit relevant material, appear before the Anti-Corruption and Civil Rights Commission and
submit a written statement in violation of Paragraphs (2) and (3) of Article 19 in the Act on the Protection of Public Interest
Whistleblowers which are applied mutatis mutandis pursuant to Paragraph (4) of Article 15 (including the cases where the
provisions are applied mutatis mutandis under Paragraph (3) of Article 22 of the same Act).
2 Any person who makes an improper solicitation to a public official or relevant person (including private persons
performing public duties under Article 11) for a third party in violation of Paragraph (1) of Article 5 (excluding those who
are subject to Paragraph (1) of Article 1) shall be subject to a fine for negligence not exceeding 20 million won. Provided,
however, that the fine for negligence shall not be imposed should he or she have been subject to a criminal punishment
under the Criminal Act and other Acts, and should he or she have been subject to a criminal punishment after a fine for
negligence is imposed, the imposition thereof shall be revoked.
3 Any person who makes an improper solicitation through a third party to a public official or relevant person (including
private persons performing public duties under Article 11) in violation of Paragraph (1) of Article 5 (excluding those who are
subject to Subparagraph 1 of Paragraph (1) and Paragraph (2)) shall be subject to a fine for negligence not exceeding
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4 A public official or relevant person who fails to submit a report or return a financial or other advantage under Paragraph (5)
of Article 10 shall be subject to a fine for negligence not exceeding 5 million won.
5 Any person who falls under any of the following subparagraphs shall be subject to a fine for negligence of two (2) to five (5)
times the value of the financial or other advantage related to the violation. Provided, however, that the fine for negligence
shall not be imposed should he or she have been subject to a criminal punishment under Subparagraphs 1 through 3 of
Paragraph (1) of Article 22, or the Criminal Act and other Acts (including confiscation or collection of equivalent value), and
should he or she have been subject to a criminal punishment after a fine for negligence is imposed, the imposition thereof
shall be revoked:
1. A public official or relevant person who violates Paragraph (2) of Article 8 (including private persons performing public
duties under Article 11). Provided, however, that this shall not apply when the public official or relevant person submitted
a report as prescribed in Paragraph (1), (2) or (6) of Article 9, or returned, delivered or expressed an intention to reject an
unacceptable financial or other advantage;

2. A public official or relevant person (including private persons performing public duties under Article 11) who recognizes
that his or her spouse received, requested or promised to receive an unacceptable financial or other advantage under
Paragraph (2) of Article 8 in violation of Paragraph (4) of the same article, and fails to report the fact thereof as prescribed
in Subparagraph 2 of Paragraph (1) of Article 9 or Paragraph (6) of the same article. Provided, however, that this shall not
apply when the public official or relevant person, or his or her spouse returned, delivered or expressed an intention to
reject the unacceptable financial or other advantage in accordance with Paragraph (2) of Article 9; and
3. Any person who offers, promises to offer, or expresses an intention to offer an unacceptable financial or other advantage
as prescribed in Paragraph (2) of Article 8 to a public official or relevant person (including private persons performing public
duties under Article 11), or his or her spouse in violation of Paragraph (5) of the same article.
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1. A public official or relevant person (including private persons performing public duties under Article 11) who makes an
improper solicitation to another public official or relevant person (including private persons performing public duties under
Article 11) for a third party in violation of Paragraph (1) of Article 5. Provided, however, that a fine for negligence shall not be
imposed should he or she have been subject to a criminal punishment under the Criminal Act and other Acts, and should
he or she have been subject to a criminal punishment after a fine for negligence is imposed, the imposition thereof shall be
revoked; and

10 million won. Provided, however, that the fine for negligence shall not be imposed should he or she have been subject
to a criminal punishment under the Criminal Act and other Acts, and should he or she have been subject to a criminal
punishment after a fine for negligence is imposed, the imposition thereof shall be revoked.

Article 24 of the Anti-Graft Act
Article 24 (Responsibility of Legal Persons, etc.)
Where a representative of a legal person or organization, or an agent, employee or other servant of a legal person,
organization or individual commits a violation under Subparagraph 3 of Paragraph (1) of Article 22 [excluding a case
where the provider of a financial or other advantage is a public official or relevant person (including private persons
performing public duties to whom Article 8 applies mutatis mutandis under Article 11)], Paragraph (2) or (3) of Article 23, or
Subparagraph 3 of Paragraph (5) of the same article [excluding a case where the provider of a financial or other advantage
is a public official or relevant person (including private persons performing public duties to whom Article 8 applies mutatis
mutandis under Article 11)], not only shall the violator be punished, but the legal person, organization or individual also
shall be punished by a fine or a fine for negligence provided by a corresponding provision. Provided, however, that where
the legal person, organization or individual has not been negligent in giving due attention and supervision concerning the
relevant duties to prevent such a violation, this shall not apply.

111

3. The Anti-Graft Act

KRPIA 2019

Anti-Graft Act
3. Reference Materials
A. Anti-Graft Act FAQs
These FAQs have been prepared based on the inquiries collected from the member companies regarding the Act
on the Prohibition of Provision/Receipt of Benefits and Improper Solicitation (hereinafter, the “Anti-Graft Act”) with
references to the laws and regulations currently in force, official rulings, and the interpretations and guidelines of
the Anti-Corruption and Civil Rights Commission (the “ACRC”), etc.
The information set forth below has been prepared based on the ACRC’s official ruling dated September 7, 2016
which ruled to the effect that while the Enforcement Regulations of the Pharmaceutical Affairs Law fall under
the scope of “other laws and regulations” under Article 8, Paragraph 3, Item 8 of the Anti-Graft Act, the Fair
Competition Codes are not always deemed “widely-accepted social norms” under the foregoing provision and
decisions are to be made on a case-by-case basis considering the totality of the circumstances, including the
motivation and purpose behind providing/receiving valuables, the relationship between the parties, the amount
of money and valuables provided/received and connection with improper requests, on the premise that the aim
of the Anti-Graft Act is, in principle, to regulate the provision of money and valuables, etc. to individuals who
are public officials and the provision of money and valuables to organizations or institutions is not prohibited
under the Anti-Graft Act unless such organizations or institutions were established to serve only as a conduit to
funnel money and valuables, etc. to public officials without performing any significant role or function. Moreover,
even if the Anti-Graft Act does not expressly prohibit a certain act, it does not necessarily mean that such act is
permitted and whether it complies with the existing Pharmaceutical Affairs Law and relevant regulations, the Fair
Competition Codes or other rules that are unique to the pharmaceutical industry shall be separately reviewed.

The Anti-Graft Act

General Matters on the Anti-Graft Act
1. Scope of Public Officials
01. Do employees who perform mere physical duties (security guard, cleaner, or chauffeur, etc.) or contractbasis employees, temporary workers, dispatched workers, etc. constitute “public officials,” who are defined as
“officers and employees” of public service-related organizations, educational institutions and media outlets?
An employee under the Anti-Graft Act refers to any employee who enters into any form of employment agreement
with a public institution. Thus, an employee who performs mere physical duties or is employed on a contract,
temporary or dispatch basis is deemed a public official as long as he/she is employed under a direct employment
agreement with a public institution.
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In principle, any person who becomes a private person performing public duties as set forth in each Item of
Article 11, Paragraph 1 of the Anti-Graft Act by entering into an employment agreement with a public institution or a
consulting agreement with a public institution is governed by the Anti-Graft Act.
However, as adjunct teachers or honorary professors, etc. are not classified as school teachers and thus are
not deemed school personnel under the Higher Education Act and industrial-educational teachers, honorary
teachers and instructors are not classified as school teachers and thus are not deemed school personnel under the
Elementary and Secondary Education Act, they are not subject to the Anti-Graft Act. As part-time lecturers also
do not qualify as school teachers under Article 14, Paragraph 2 of the current Higher Education Act nor as school
personnel under Article 14, Paragraph 3 of the same Act, they are not governed by the Anti-Graft Act (however, with
the enforcement of the amended Higher Education Act beginning January 1, 2019, the Anti-Graft Act will also apply
to part-time lecturers who will then be deemed school teachers).

03. Under Article 11, Paragraph 1, Item 2 of the Anti-Graft Act, an entity, institution, or individual that is delegated
or mandated with the authority of a public institution is deemed a private person performing public duties and is
restricted in activities. If a private person performing public duties is an entity, will its officers and employees also
be governed by the Anti-Graft Act?
If an entity performs duties delegated or entrusted by a public institution, the officers and employees of such
entity who will actually perform the duties delegated or entrusted to the entity are deemed private persons
performing public duties and thus, are subject to the Anti-Graft Act.

The Anti-Graft Act

While every effort has been made to reflect reasonable interpretations from the perspective of legal experts as
well as the pharmaceutical industry, please be informed that these FAQs are not legally binding and neither the
Korea Research-Based Pharmaceutical Industry Association (the “KRPIA”) nor any other institution guarantees the
accuracy of the contents, and these FAQs may be revised in the future pursuant to any amendment of the relevant
laws and regulations, guidelines or official rulings.

02. Do advisors who entered into consulting agreements, etc., chair-professors, honorary professors,
commissioned professor, adjunct professors, guest professors, visiting professors, guest reporters, outside
columnists, contributors, etc. constitute public officials under the Anti-Graft Act?

04. Does the provision of money and valuables to an unincorporated academic society which is represented by a
healthcare professional (“HCP”) who is deemed a public official under the Anti-Graft Act constitute “provision of
money and valuables to a public official?” Is the provision of money and valuables to an unincorporated association,
etc. which is recognized as a certain independent organization not subject to the Anti-Graft Act?
Given that public officials under the Anti-Graft Act are defined as government officials or those who perform
public duties including heads, officers or employees of a certain institution who are natural persons and the AntiGraft Act does not prohibit any provision of money and valuables to a third party other than spouses, it would be
fair to interpret that money and valuables provided to institutions, organizations or entities (“Institutions”), which
are not individual public officials, are not subject to the Anti-Graft Act, in principle, unless such Institutions merely
act as a conduit for the provision of money and valuables to public officials without performing any actual role or
function or such money and valuables are directly delivered to public officials.
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The “unincorporated academic society” at issue in this case will, in most cases, be an “unincorporated
association,” i.e., an association which is in substance an association but has not gone through incorporation
procedures. As Article 275 of the Korean Civil Code provides that the form of ownership of an unincorporated
association is collective ownership (a method of joint ownership through which members of an organization shall
only hold rights of use or making profit to a certain extent), an unincorporated association cannot own any separate
property and the ownership is vested in its entire members on a collective basis. Therefore, if a public official is a
member of an association, there is a possibility that such public official may be deemed to have received money
and valuables prohibited under the Anti-Graft Act to the extent he retains collective ownership.
However, in light of the facts that (i) the management and disposition of property in collective ownership may
not be conducted discretionally and is subject to articles of incorporation or other covenants or a resolution from
a general meeting of members if there are no articles of incorporation or other covenants; (ii) any disposition
of property in collective ownership without going through such procedures is deemed null and void; and (iii) a
member can no longer retain collective ownership upon his/her withdrawal, the argument that an unincorporated
association’s receiving of money and valuables should be treated differently from money and valuables received
personally seems fairly persuasive.

07. Does the Anti-Graft Act also apply to a subsidiary of a public institution or a public service-related organization
or a medical institution whose largest shareholder is a public institution or a public service-related organization?
The public institutions under the Anti-Graft Act do not include subsidiaries of public institutions designated by
the Ministry of Strategy and Finance nor public service-related organizations notified by the Ministry of Personnel
Management nor where such public institutions and public service-related organizations exercise managerial
rights as controlling shareholders. Therefore, it is unlikely that regulatory agencies will broadly interpret the
scope of public institutions based on shareholding ratios or the exercise of influence. For example, if ** Medical
Foundation which has been established through contributions by ** Public Corporation notified or designated as a
public institution or a public service-related organization has founded ** Hospital, it is unlikely that the officers and
employees of such medical foundation will be deemed public officials unless such medical foundation is separately
designated as a public institution or a public service-related organization.

08. Given that a HCP who concurrently serves as a member of a government committee is subject to the Anti-Graft
Act, is it punishable as a violation of the Anti-Graft Act when it is not possible for a pharmaceutical company to
05. Many of the doctors concurrently hold positions as officers and employees of educational institutions and thus
are deemed public officials under the Anti-Graft Act. If a pharmaceutical company provides economic benefits to
such doctors, does the Anti-Graft Act apply even when such economic benefits have no relevance to their duties as
officers and employees of educational institutions?

06. Among university hospital doctors who hold positions as officers and employees of educational institutions,
are fellows, residents and interns also subject to the Anti-Graft Act?
The ACRC stated that “officers and employees refer to workers who have entered into any forms of
employment agreements with a public institution, including those employed on a standing or non-standing
basis and as long as anyone has entered into an employment agreement, he/she shall be deemed an officer
or employee regardless of the form of employment agreement or his/her duties.” Therefore, the Anti-Graft
Act could apply regardless of the role or position assumed by a doctor (e.g., a fellow, resident or intern) and
if there is any employment relationship between a doctor and an educational institution, such doctor is
deemed a public official subject to the Anti-Graft Act. Furthermore, if a HCP of a medical institution which
has not been established by an educational institution is employed as a professor at a certain medical
school (e.g., if a doctor of a medical care institution established by ** Life Medical Foundation serves as
a professor at the Medical School of *** University), such HCP shall also be subject to the Anti-Graft Act.
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An argument that one was not aware that a HCP was a public official under the Anti-Graft Act without having
exercised due care (e.g., going through any confirmation or verification process) may hardly be recognized by the
authorities. Thus, it would be safe to establish a procedure to confirm and verify whether a person is deemed a
public official before providing money and valuables and to educate officers and employees on such procedure.
If concurrent holding of various committee positions is not discovered despite putting efforts such as running
prior Internet searches or questions during interviews, etc., it is possible to argue that even willful negligence was
absent, which would make it easier to get exemption from a violation of the Anti-Graft Act. .

The Anti-Graft Act

The Anti-Graft Act

If such doctors concurrently hold the positions as officers and employees of educational institutions and are
deemed public officials under the Anti-Graft Act, any benefits provided to them are subject to the Anti-Graft Act
regardless of relevance with their duties as officers and employees of educational institutions.

confirm whether or not a HCP is concurrently serving as a member of a government committee?

09. If a company’s representative director is appointed as the person-in-charge of publishing external publications,
shall the representative director be deemed a journalist and thus, a public official under the Anti-Graft Act?
A general company who engages in ancillary media activities such as publishing company newsletters, etc. is
deemed a “publisher of periodicals, including magazines” and thus, a media outlet. In such case, a person engaging
in the publication of periodicals is viewed as a public official. Therefore, if a representative director is indicated as
the publisher of the company’s external publications, then the representative director is deemed a public official.
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10. If a company is publishing external publications but has not filed a report or registration as set forth in the Act
on Promotion of Periodicals, Including Magazines, is there any possibility that the company might be viewed as a
publisher of periodicals and thus, deemed a media outlet?
The “media outlets” subject to the Anti-Graft Act include publishers of periodicals, which refer to any person
who publishes periodicals and has filed a registration or report as set forth in Article 15, Paragraph 1 or Article 16,
Paragraph 1 of the Act on Promotion of Periodicals, Including Magazines. Thus, in case a company has not filed the
aforementioned report or registration with the authorities, such company shall not be deemed a media outlet.

2. Meaning of Same Person
01. If several employees of a company provide the same public official with money and valuables on several
occasions, does the concept of a “same person” apply on an individual level, or does the company fall in the concept
of a “same person,” in which case the aggregate amount of money and valuables provided by all those involved

03. If employees of a company personally provide a public official with money and valuables as a wedding gift, etc.
without receiving reimbursement from the company, shall the company be deemed the provider of the aggregate
money provided by each employee?
If an employee of a company provides money and valuables to a public official with whom he/she is personally
acquainted irrespective of the company’s business (e.g., alumni, friends, or relatives), it is difficult to view that the
company is the provider of such money and valuables, unless the company directly or indirectly reimburses the
payment. However, if a person provided a cash wedding gift exceeding the limitations under the Anti-Graft Act,
such person who provided the money and valuables shall be held liable for violations of the Anti-Graft Act and the
company employing such person may also be held liable depending on what efforts it exerted to ensure that its
employees comply with the Anti-Graft Act.
Therefore, companies need to conduct training on the Anti-Graft Act, procure ethics pledges, monitor the status
of contacts by the employees with public officials, conduct thorough investigations when violations are detected
and take corrective measures such as disciplinary actions depending on the degree of violation, etc. If a company
issues only oral warnings with respect to repetitive violations, it is likely that the company will be deemed not
to have taken appropriate corrective measures. Meanwhile, as the Anti-Graft Act does not stipulate that every
violation detected must be reported to investigative agencies or the ACRC, etc., companies may take appropriate
internal actions against violations depending on the degree thereof.

would be deemed the total amount provided to a public official?

The Anti-Graft Act

3. Meaning of One-Time
The Anti-Graft Act

Whether any benefit was provided by the same person is not determined simply based on who directly provided
money and valuables but rather based on who is the “actual provider,” which is determined based on where or who
is the “source” of the money and valuables provided. Thus, if the money and valuables provided by the company’s
employees are essentially reimbursed by the company, the total amount provided to the public official shall be
deemed the aggregate amount of money and valuables provided by those employees involved.

01. If a public official receives money and valuables on the same day (including the case when a dinner meeting
goes past midnight) from several employees of the same company, does each act constitute a one-time act?
02. If it is difficult to confirm whether any other departments within the same company provided money
and valuables to public officials (since each department handles different work and is independently
operated pursuant to different approval processes and approvers), shall the source of money and valuables
be a basis for determining whether such money and valuables are provided from the same person?

The scope of one-time needs to be determined considering the number of acts from a legal perspective, not
based on the physical number of acts. In other words, if several acts are conducted closely in terms of location or
continuously in terms of time (e.g., when 1st and 2nd rounds of dinner or drinks take place on the same day), they
may be considered a one-time act.

As long as the money and valuables were reimbursed by the company, it is highly likely that the company will be
deemed to have provided such money and valuables and arguing that the fact that other department has already
provided to the public official was unknown to the company will hardly be recognized. The companies need to
implement a company-wide monitoring system to figure out the scope of support of money and valuables.
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4. Meaning of Money and Valuables
01. Are the criteria for the value of money and valuables under the Anti-Graft Act based on the market value or a
purchase price paid by the provider and is the VAT included?
The Anti-Graft Act provides that as long as it is not significantly different from the market value, the price
actually paid (i.e., VAT and other taxes included) shall serve as the basis and if the price actually paid is unknown,
the market value (i.e., ordinary transaction price) shall be the basis. However, providing benefits which satisfy the
requirements and procedures under [Annex 2] Scope of Permitted Economic Benefits, etc. of the Enforcement
Regulations of the Pharmaceutical Affairs Law, which expressly provides that food and beverages provided at
product presentations shall be permitted only in case they do not exceed KRW 100,000 per instance, excluding
taxes and service charges, may be deemed an exception to the Anti-Graft Act. Therefore, only the food and
beverages provided at product presentations are counted based on the amount excluding VAT and other taxes.

02. Hotels typically do not charge banquet hall rental fees when food and beverage expenses for people exceeding
a certain number are paid. However, upon enforcement of the Anti-Graft Act, it is likely that hotels will adjust
the food and beverage expenses to KRW 30,000 and charge a separate banquet hall rental fees. Does this case
constitute a violation of the Anti-Graft Act?

02. What do the standards and the widely-accepted social norms under Article 8, Paragraph 3, Item 8 of the AntiGraft Act exactly mean?
The “standards” means internal regulations, etc. of a public institution employing a public official who receives
money and valuables and the “widely-accepted social norms” means the acts acceptable in light of the spirit of law
and order in general and underlying social ethics and norms. Whether or not an act falls under the widely-accepted
social norms shall be determined considering the totality of the circumstances, including the motivation and
purpose behind providing/receiving valuables, relationship between the parties, amount of money and valuables
provided/received and connection with improper request, etc. However, in view of the recent position of the
regulatory agencies, the types of acts which may be recognized as falling under the widely-accepted social norms
will be substantially limited.

6. Meaning of Article 8, Paragraph 3, Item 3 of the Anti-Graft act
01. In case of recommending a university professor as an outside director, does payment of salaries to such outside
director constitutes prohibited provision of money and valuables? If it is not prohibited, is it allowed under Article 8,
Paragraph 3, Item 3 of the Anti-Graft Act and if so, what are the specific requirements that need to be satisfied to
verify the existence of lawful claims?
It is highly likely that the payment of salaries to any outside director who is a public official under the Anti-Graft
Act pursuant to employment agreements will be viewed as money and valuables permitted as exceptions under
Article 8, Paragraph 3, Item 3 of the Anti-Graft Act. In other words, whether or not the provision of any benefits
is permissible would be determined based on the existence of titles as well as the legitimacy of such titles. In
the above case, it will be necessary to prepare materials to verify that the purpose and reason of provision are
legitimate and the transaction constitutes a normal private transaction.

The Anti-Graft Act

The Anti-Graft Act

If food and beverage expenses exceeding KRW 30,000 are divided and paid as banquet hall rental fees, it will likely
be viewed as a violation of the Anti-Graft Act. The decision on whether the Anti-Graft Act has been violated should
be made by considering the totality of the circumstances such as whether the food and beverage expenses have
been significantly reduced and the banquet hall rental fees have been raised accordingly since the enforcement of
the Anti-Graft Act or whether the banquet hall rental fees are excessive under social norms, among others.
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5. Meaning of Laws and Regulations /Widely-accepted Social Norms
01. Do the laws and regulations under the Anti-Graft Act possibly include laws, enforcement decrees, enforcement
regulations as well as various ordinances, notifications and internal regulations, etc. (especially when there is a
ground for entrustment in laws, enforcement decrees and enforcement regulations)?
The laws and regulations include laws, presidential decrees, prime minister decrees, and ministerial decrees, and
individual laws and regulations directly related to public duties as well as general laws and regulations. Furthermore,
where specific standards are stipulated in notifications or directives, etc. pursuant to the entrustment by or based
on the superior laws and regulations, violating standards stipulated under such notifications or directives may also
constitute violations of the superior laws and regulations. However, while operational procedure standards which
are aimed at regulating the internal affairs of administrative organizations are not included in the scope of laws and
regulations, if violations of such standards may result in violations of the superior laws and regulations, they constitute
violations of the laws and regulations.
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02. In case of subscribing to newspapers, etc. at the request of media outlets, is the payment of price for such
newspaper subscription punishable under the Anti-Graft Act?
In order for the provision of money and valuables to be recognized as having been provided under lawful claims
arising out of private transactions, the purpose or reason for such provision must be legitimate. Subscribing to
newspapers, etc. at the request of media outlets constitutes providing money and valuables to an institution or
organization and media outlets are entitled to carry out subscription marketing for newspapers as part of their
normal business activities. Thus, it is unlikely that any issue will arise under the Anti-Graft Act.
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However, if an individual journalist receives incentives from subscription to newspapers, etc. in bulk or if
newspaper subscriptions are taken out in order to provide benefits such as incentives, etc. for such individual
journalist, such may constitute violations of the Anti-Graft Act. In practice, the ACRC has also taken a negative
position towards a similar situation in its Q&A Casebook on the Anti-Graft Act, stating that “in case of providing
money and valuables for the purpose of sponsoring a newspaper company, the actual actor needs to be sanctioned
given that the purpose of the (Anti-Graft) Act is to ensure public officials’ fair performance of duties and secure
Korean people’s confidence in public institutions.” (refer to Case No. 89 and Case No. 90 of similar effect on page
106)

03. In case of entering into a consulting agreement and receiving services at the request of a HCP who is a public
official, is the payment of consulting fee punishable under the Anti-Graft Act?

02. If a company invites public officials subject to the Anti-Graft Act to an official event held at a hotel and provides
food and beverages, and transportation expenses in excessive of KRW 100,000 per person on a uniform basis,
would it be permitted under Article 8, Paragraph 3, Item 6 of the Anti-Graft Act?
The customary standards under Article 8, Paragraph 3, Item 6 of the Anti-Graft Act means money and valuables
provided at a level which would have been provided at a similar type of event. Whether or not the element of
customary standards is satisfied must be determined on the basis of the totality of the circumstances considering
other similar types of events, the location and purpose of the event, the internal standards and financial capabilities
of the host to pay for the cost, among others. Although it may vary depending on the circumstances in which an
official event is held, in light of the foregoing standards as well as social norms, it would be difficult to argue that a
provision of food and beverages exceeding KRW 100,000 per person for public officials falls within the customary
standards.

7. Meaning of Article 8, Paragraph 3, Item 6 of the Anti-Graft Act
01. If a company holds an event and provides money and valuables uniformly for public officials who attend the
event (e.g., inviting public officials to road shows or international conferences, etc. held overseas, holding media
trips and providing transportation, accommodation and food expenses for officers and employees of media outlets
attending the media trips, or providing food and beverages in excess of KRW 30,000 at media round table meetings
or press conferences), would it be permitted under Article 8, Paragraph 3, Item 6 of the Anti-Graft Act?

The Anti-Graft Act
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There is no reason to assume that entering into a consulting agreement and receiving services at the request
of a HCP will always be considered violations of the Anti-Graft Act. Whether or not such act is in violation of the
Anti-Graft Act will have to be determined based on whether any consultation or services corresponding to the
money and valuables provided, including the consultation fees or service fees, etc., have actually been provided.
For example, if a consulting agreement or a service agreement is executed as a mere formality at the request of
a public official and no consultation or service is actually provided or only a perfunctory consultation or service is
provided, it is highly likely to be found as a violation of the Anti-Graft Act.

With regards to the foregoing, official events refer to any events held by public institutions or private companies
in relation to official duties of public officials and whether or not any event falls within the scope of official events is
determined considering the totality of the circumstances, taking into account factors such as the host, attendees,
purpose and contents of the event, cost disbursements and existence of internal approval procedures on the
operation of event, etc. For example, if an event is recognized (i) to have academic, scientific or practical values;
and (ii) as helpful for public officials in performing their official duties smoothly, it would provide a favorable ground
for the event to be recognized as legitimate. Moreover, from a procedural perspective, it would be safe to require
attendees to obtain official approvals for participation from the heads or other persons-in charge at national and
public hospitals. Furthermore, transportation, accommodations and foods, etc. provided to public officials must
be equal to or cheaper than those provided for other participants who are not public officials in order for them to be
recognized as falling within the customary standards.

8. Improper Requests
01. If an officer or employee makes a request on behalf of the company, would the officer or employee be
considered to have made the request on behalf of a third party or on one's own account?

Under Article 8, Paragraph 3, Item 6 of the Anti-Graft Act, support for transportation, accommodations, and
foods, etc. may be provided to public officials on a uniform basis within an ordinary scope only in connection with
an official event relating to official duties of public officials. However, whether or not events held overseas will
be recognized as official events relating to official duties of public duties or transportation, accommodations and
foods provided will be viewed to fall within an ordinary scope must be separately determined based on specific
facts and details of each event.
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As the company and its officers and employees are separate independent holders of rights and obligations, any
request made by an officer or employee employed by a company (including those who have rights of representation)
is made for the benefit of the company and its effects are also vested in the company. Therefore, such request is
deemed a request made on behalf of a third party.
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02. If a request to act “in violation of laws and regulations” constitutes an improper request, would requesting
a public official to do a certain act “within the scope permitted by laws,” “within the framework of laws,”
“within the permitted scope of discretion” or “in accordance with laws” not be viewed as an improper request?
In order for a request to fall under an improper request as set forth in each Item of Article 5, Paragraph 1 of the
Anti-Graft Act, a request must be made with respect to a public official to act “in violation of laws and regulations,”
exercise his rights beyond his position, discretion or authority granted pursuant to laws and regulations or engage
in any act for which he has no authority. Thus, any request which does not fall under each Item of the same
Article and the same Paragraph will unlikely be deemed an improper request. However, if a request is made with
perfunctory conditions attached thereto such as “within the scope permitted by laws,” “within the framework of
laws,” “within the permitted scope of discretion” or “in accordance with laws,” etc. but in substance goes beyond the
scope permitted under the laws in terms of its purpose and substance, it may be considered an improper request.
Thus, in addition to adding the foregoing conditions when making a request, a company needs to prepare sufficient
grounds regarding based on what legal theories a request for performance of duties by a public official is being
made.

03. Does requesting a media outlet to refrain from publishing or delete a certain article constitute an improper
request? Does requesting a media outlet to publish a promotional article or an article favorably portraying a
company’s products constitute an improper request? Does requesting a reporter to revise an article which is
misleading, if not exactly false, constitute an improper request?

The Anti-Graft Act

01. If an officer or employee (including an outside director) of a company who concurrently holds a position as an
officer or employee of an educational institution receives money and valuables without relevance to his/her duties
at the educational institution and is punished pursuant to the Anti-Graft Act, would the company be held liable
under vicarious liability provisions?
The vicarious liability provisions under the Anti-Graft Act apply when an officer or employee of a company
provides any money and valuables to a public official (Article 22, Paragraph 1, Item 3 and Article 23, Paragraph 5,
Item 3 of the same Act), makes an improper request to a public official for the benefit of a third party (Article 23,
Paragraph 2 of the same Act), or makes an improper request to a public official through a third party (Article 23,
Paragraph 3 of the same Act)..
Therefore, if an officer or employee of a company is deemed a public official by concurrently holding a position as
an officer or employee of an educational institution, it is unlikely that the company will be held liable for corporate
liabilities under vicarious liability provisions even if such officer or employee receives money and valuables. In
other words, the vicarious liability provisions apply to an institution at which a “provider of money and valuables” or a
“person making an improper request” is employed, not to an institution to which the recipient is affiliated.

10. Redemption of Unfair Profit
01. What is the scope of economic benefits to be redeemed pursuant to the provisions on redemption of unfair
profit?
Any money or items or other proprietary benefits which have already been paid or delivered to counterparty in
connection with the public duties of a public official.

The Anti-Graft Act

The Anti-Graft Act does not expressly stipulate that a request for publication of articles to media outlets falls
under a type of work subject to improper requests. However, in accordance with the Act on Press Arbitration
and Remedies, Etc. for Damage Caused by Press Reporters, no person is allowed to regulate or interfere with
the freedom and independence of the press (Article 3, Paragraph 2), and reports published by the press must be
impartial and objective (Article 4, Paragraph 1). In consideration of the aforementioned provisions, any request
for commencement of press activities such as publication of articles, etc. or suspension or deletion thereof made
without any justifiable reason or grounds by taking advantage of personal connections or providing economic
benefits will be deemed a violation of the aforementioned Act and may give rise to issues as an improper request.

9. Application of Vicarious Liability Provisions

KRPIA Fair Competition Code (the “Fair Competition Code”)
1. Provision of Sample Products
01. After enforcement of the Anti-Graft Act, is providing sample products to HCPs who are deemed public officials
under the Anti-Graft Act permitted under the Fair Competition Code?
In case of providing the minimum amounts of samples needed to confirm the dosage forms to HCPs by marking
“sample” in minimum packaging unit as set forth in the Fair Competition Code, such samples may be recognized
as “souvenirs or promotional goods produced to be distributed to many and unspecified persons” under Article 8,
Paragraph 3, Item 7 of the Anti-Graft Act. Although the Enforcement Regulations of the Pharmaceutical Affairs Law
do not expressly permit the direct provision of sample products to HCPs, HCPs of a medical institution are allowed
to inspect the characteristics of medicines through sample products provided to the medical institution.
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2. Donations
01. Is making donations following the Fair Competition Code allowed?
As donations under the Fair Competition Code are made with respect to “medical institutions, etc.,” they are not,
in principle, subject to the Anti-Graft Act unless economic benefits are in substance vested in a particular individual
or a medical institution, etc. is used as a conduit for providing money and valuables to a particular individual.

5. Product Presentations
01. Is it allowed for a company to hold a product presentation pursuant to the Fair Competition Code and provide
food and beverages to HCPs who are deemed public officials under the Anti-Graft Act who attend?
As long as the requirements and procedures under the Enforcement Regulations of the Pharmaceutical Affairs
Law are satisfied, such support is recognized as exceptions to the Anti-Graft Act.

Meanwhile, if a medical institution, etc. only operates as a shell entity by serving as a means to provide money and
valuables to public officials, donations made to such medical institution, etc. may be viewed as violations of the
Anti-Graft Act.

3. Support for Hosting and Operation of Academic Conferences
01. Is it allowed for a company to provide support for academic societies or doctors’ organizations under the Fair
Competition Code, the members of which include doctors of national and public hospitals, including major officers?

4. Support for Participation in Academic Conferences

Given that only the amount actually received by a public official is subject to the Anti-Graft Act, if it is possible to
verify that the company paid KRW 100,000 as food and beverage expenses and the doctor paid the rest of the bill
out of his pocket, the company’s paying of KRW 100,000 would not be viewed as a violation of the Anti-Graft Act or
the Pharmaceutical Affairs Law.

6. Provision of Medicines for Clinical Trials
01. Is it allowed to provide medicines for clinical trials in the quantity necessary for a clinical trial free-of-charge to
HCPs?
The Anti-Graft Act
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Given that support for hosting and operation of academic conferences under the Fair Competition Code is
provided to academic societies, etc., such support is not subject to the Anti-Graft Act, in principle. However, if
academic conferences are only held as a formality and serve as social gathering events for doctors and no actual
medical or pharmaceutical discussion is carried out (in other words, when academic conferences are only used as a
means to provide economic benefits to public officials), any support provided for such academic conferences may
be in violation of the Anti-Graft Act.

02. In case of holding a product presentation, if a company treats a doctor who is deemed a public official under
the Anti-Graft Act to a KRW 150,000 worth of dinner and only pays KRW 100,000 and has the doctor pay the rest of
the bill, is it considered legitimate under the Anti-Graft Act?

As long as the requirements and procedures under the Enforcement Regulations of the Pharmaceutical Affairs
Law are satisfied, such support is recognized as exceptions to the Anti-Graft Act.

01. Is it allowed to support HCPs participating in academic conferences in accordance with the Fair Competition
Code?
As long as the requirements and procedures under the Enforcement Regulations of the Pharmaceutical Affairs
Law are satisfied, such provision of support is recognized as exceptions to the Anti-Graft Act.
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7. Market Survey Fees
01. Given that when a double-blinded market survey is conducted, fees are paid through an independent market
survey institution and the company cannot know the identities of HCP who participated in the research, is it
allowed to follow the current practice?
As long as the Fair Competition Code is observed, the company cannot know the identities of HCPs for which
money and valuables are provided and the market survey institution will determine the recipients. Thus, there is
little risk of violations of the Anti-Graft Act. Moreover, the company may also argue that the market survey fees
constitute money and valuables provided under “lawful claims” under Article 8, Paragraph 3, Item 3 of the Anti-Graft
Act and thus, are permitted.
Also, the ACRC stated its position that although the exception under Article 8, Paragraph 3, Item 3 of the AntiGraft Act may apply to payment of market survey fees, given that (i) the legitimacy of titles must be separately
verified in addition to the existence of titles and (ii) the legitimacy of titles must be determined based on the
totality of the circumstances taking into account various factors such as the purpose or reason for provision and
the substance of titles, it is difficult to assume that such payment of market survey fees is uniformly permitted in
all cases and decisions must be made on a case-by-case basis (ACRC’s Official Ruling dated September 7, 2016).
Therefore, it is recommended that the company receive reviews and adequacy evaluations from internal legal
departments or external legal professionals prior to providing market survey fees.

KRPIA 2019

9. Clinical Activities Other Than PMS
01. Is it allowed to provide support for clinical researches approved by the Ministry of Food and Drug Safety (the
“MFDS”) other than PMS, observation studies which do not require MFDS approval or certain investigator initiated
studies?
Under the Enforcement Regulations of the Pharmaceutical Affairs Law, providing support for (i) clinical trials
which obtained approval of clinical trial plans from the Minister of the MFDS pursuant to relevant provisions of the
Pharmaceutical Affairs Law; (ii) clinical trials which obtained approval of clinical trial plans from the Institutional
Review Board pursuant to the Enforcement Regulations of the Pharmaceutical Affairs Law; and (iii) non-clinical
trials which obtained prior approval from relevant committees. Therefore, as long as the relevant requirements and
procedures are observed, no issue shall arise under the Anti-Graft Act

02. Is it possible to consider “clinical activities other than PMS” not being subject to the Anti-Graft Act because a
company conducting clinical activities other than PMS executes an agreement with an institution?
In case of executing an agreement with an institution for clinical activities other than PMS, such activities are not
subject to the Anti-Graft Act, in principle. However, if such institution exists only as a shell entity and in substance
is used as a means to provide money and valuables to public officials, such activities may give rise violations of the
Anti-Graft Act. .

01. Is it allowed to pay fees to HCPs after conducting post-marketing surveys (“PMS”)?

As long as the requirements and procedures under the Enforcement Regulations of the Pharmaceutical Affairs
Law are satisfied, such provision of support is recognized as exceptions to the Anti-Graft Act.

02. How should the sample size for which PMS fees can be paid be determined?

The sample size should be the minimum number of case reports required to be filed under Article 22 and Article
23 of the Regulation on Safety of Medicines, Etc. However, if a case report on a specific item is necessary for
reasons such as research or obtaining marketing approval/registration overseas, etc., it is possible to increase the
number of case reports as notified by the Minister of Food and Drug Safety.
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8. Post-marketing Survey Fees
03. Is it allowed for a company to provide out-of-pocket meal expenses or transportation expenses, etc. inevitably
arising from an investigator meeting which may be held as part of a clinical trial to a doctor who is a public official?
Given that under the Anti-Graft Act, meal expenses not exceeding KRW 30,000 may be paid for amicable
performance of duties or socializing or ceremonial purposes, the provision of meal and beverage expenses
not exceeding KRW 30,000 during an investigator meeting held for amicable performance of clinical trials and
familiarizing participants with protocols should be permitted as well (provided, however, that the purpose of the
meeting must be delivery and sharing of medical and pharmaceutical information, not sales promotion, and there
must be no potential issue under the Pharmaceutical Affairs Law or possibility that the provision would fall outside
the scope of exceptions under the Anti-Graft Act due to direct relevance to duties). As for the out-of-pocket meal
and beverage expenses or transportation expenses exceeding KRW 30,000, which may give rise to potential issues,
[Annex 2] of the Enforcement Decree of the Anti-Graft Act provides for that if a public official has not received any
travel expenses such as transportation expenses, accommodation expenses and food expenses, etc. in addition
to compensation for lectures from the public institution at which he/she is employed, the host of the meeting may
provide transportation, accommodation and food expenses which were actually incurred within the scope of
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standards under relevant travel and expenses regulations applicable to each public institution, such as the
Regulations on Travel and Expenses for Government Officials, etc. Therefore, the company hosting the investigator
meeting may consider providing HCPs attending the meeting with “transportation, accommodation and food
expenses which were actually incurred within the scope permitted by relevant travel and expenses regulations
applicable to each public institution” pursuant to the provisions under the said [Annex 2]. To that end, companies
must require each HCP to submit the travel and expenses regulations of the institutions at which they are employed
and if there is no travel expenses regulation, it would be safe to follow the Regulations on Travel Expenses for
Government Officials.

04. If a Medical Science Liaison (“MSL”) is a doctor, what standards would be applicable to a small group scientific
meeting?
If the MSL only acts as an exclusive employee of a pharmaceutical company and does not independently practice
as a doctor, it is unlikely that the MSL will be subject to the Anti-Graft Act. However, if such MSL is concurrently
a member of various committees established in accordance with laws and regulations, he/she would be in the
position as a private person performing public duties and provision of any money and valuables to such MSL in
relation to his/her public duties may give rise to a violation of the Anti-Graft Act. Therefore, if the agenda of the
small group scientific meeting attended by a MSL is relevant to the public duties performed by the MSL for his/her
committees, restrictions discussed under Paragraphs 2 and 3 below may be applicable to such MSL. Thus, it is
necessary to confirm whether the MSL is serving as a member of any committee established in accordance with
laws and regulations.
The Anti-Graft Act
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As the provision of food and beverages not exceeding KRW 30,000 for the purpose of amicable performance of
duties is permitted under the Anti-Graft Act, it is possible to provide an HCP who is a public official with food and
beverages not exceeding KRW 30,000 in the course of the investigator meeting as long as there is no pending
case. Meanwhile, if the provision of food and beverages in excess of KRW 30,000 is permitted under the travel and
expenses regulations of the institution at which the HCP is employed, providing food and beverages is permitted
within the scope prescribed by the relevant regulations.
The problem is when food and beverages provided uniformly at an investigator meeting attended by investigators
from various countries exceed all of the aforementioned standards. The safest way would be to provide an HCP
who is a public official with food and beverages within the aforementioned limitations. However, given that it
is practically impossible to provide separate food and beverages only for Korean participants at a meeting held
overseas, it is rather unreasonable to provide different types of food and beverages to participants of the same
meeting and food and beverages which are not of excessive value and are provided uniformly for all participants of
an overseas meeting may be permissible under social norms, it is difficult to assume that such provision of food and
beverages is expressly in violation of the Anti-Graft Act. Thus, it is advisable for each company to make a decision
on a case-by-case basis based on reviews of legal departments.
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Meanwhile, in some cases, an MSL of a pharmaceutical company may independently practice as a doctor. In
such case, if the MSL holds the position as a public official and thus, is subject to the Anti-Graft Act, a so-called
dual position (as an MSL and public official) issue may arise. The ACRC interpreted that any money and valuables
provided to public officials who hold dual positions within the limit of KRW 1 million per one time are permitted
unless such money and valuables are provided in relation to public duties performed by the public officials. In
other words, the provision and receipt of money and valuables in relation to duties performed as a doctor but
bearing no relevance to duties as a public official is not subject to the Anti-Graft Act. However, the ACRC stated
that, as providing and receiving money and valuables exceeding KRW 1 million per one time is prohibited under
the Anti-Graft Act regardless of the relevance to duties as public officials, it is necessary to determine, on a caseby-case basis, whether any money and valuables provided and received in relation to duties as a doctor fall under
exceptions under each Item of Article 8, Paragraph 3 of the Anti-Graft Act. In view of such opinions of the ACRC, if
the amount of money valuables received by an MSL holding dual positions through a small group scientific meeting
exceeds KRW 1 million per one time, such provision and receipt of money and valuables would not be subject to
the Anti-Graft Act as long as it is obvious that the MSL attended the meeting to perform duties as an employee of
a pharmaceutical company. However, any money and valuables provided in excess of KRW 1 million per one time
would give rise to a violation of the Anti-Graft Act, in principle, and whether or not such provision of money and
valuables may be deemed an exception under the Anti-Graft Act will have to be further reviewed on a case-by-case
basis.

05. If a Korean HCP who is deemed a public official participates in an investigator meeting held overseas, can he/
she be provided with the same food and beverages as participants from other countries? (Presuming that the
investigator meeting raises no issue under the Pharmaceutical Affairs Law as its purpose is delivery and sharing
of medical and pharmaceutical information, not sales promotion, and there is no pending case with the HCP
concerned).

06. If HCPs who are public officials and those who are not public officials participate in a domestically-held
investigator meeting, based on what standards should food and beverages be provided? (Presuming that the
investigator meeting raises no issue under the Pharmaceutical Affairs Law as its purpose is delivery and sharing
of medical and pharmaceutical information, not sales promotion, and there is no pending case with the HCP
concerned).
The ACRC expressly stated through its official ruling dated September 7, 2016 that if an HCP who is a public official
and an HCP who is not a public official give lectures at a same event, the payment of compensation to the public
official shall be limited under Article 10 of the Anti-Graft Act. In light of the ACRC’s official ruling, the applicability
of the Anti-Graft Act must be determined based on the status as a public official, regardless of whether or not it is
a same event. Therefore, food and beverages provided for a public official must not exceed KRW 30,000 (or if the
institution at which the public official is employed has adopted separate standards for the provision of food and
beverages exceeding KRW 30,000, within the scope of such standards).
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10. Exhibitions and Advertisements
01. Is it allowed to conduct exhibitions and advertisements at a symposium or an academic conference held at a
medical care center?

01. In case of requesting a doctor of a national or public hospital for outside lectures, based on what standards
would the “maximum amount of compensation for outside lectures, etc.” be determined?

As the payment of exhibition and advertisement fees under the Fair Competition Code is made to medical
care institutions, not to public officials under the Anti-Graft Act, such exhibitions and advertisements are not, in
principle, subject to the Anti-Graft Act. However, if a medical care institution has no physical presence and only
serves as a mechanism for providing money and valuables to public officials, they may give rise to violations of the
Anti-Graft Act.

Item 1, Sub-item a. of [Annex 2] Maximum Amount of Compensation for Outside Lectures under the Enforcement
Decree of the Anti-Graft Act applies to doctors of a national or public hospital who do not concurrently hold

02. Are the booth/advertisement fees paid to an association, foundation or partnership or an academic society
which is not incorporated allowed under the Anti-Graft Act as they are paid to an organization?

However, while the foregoing opinion is based on the general legal principles based on the nature of each
organization, the applicability of the Anti-Graft Act would be determined based not only on the nature of an
organization and the specific ownership relations thereof but also on who will be actually vested with the money
and valuables. Therefore, it is important to review the ownership type of property under legal principles as well as
to find out who will be actually vested with the money and valuables. In other words, as these organizations are
independent entities and the booth/advertisement fees paid to academic societies, etc. have actually been paid to
such academic societies and used for the performance of their duties, it is difficult to consider that such fees have
been vested in public officials who are members of such organizations. However, if there is any reason to believe
the booth/advertisement fees only appear to have been provided to academic societies and have actually been
paid to public officials (e.g., the payment of booth/advertisement fees is directly linked to individual distribution of
resources and provision of benefits, such as food and beverage expenses or activity expenses, etc. to individuals),
such payment may be deemed a violation of the Anti-Graft Act.

positions as officers and employees of educational institutions. Lecture fees are capped at KRW 400,000 for up
to 1 hour of lecture, and if the lecture exceeds 1 hour, the total amount cannot exceed 150% of the aforementioned
amount.
On the other hand, for doctors of a national or public hospital who concurrently hold positions as officers and
employees of educational institutions, Item 1, Sub-item b. of [Annex 2] Maximum Amount of Compensation for
Outside Lectures under the Enforcement Decree of the Anti-Graft Act applies. Accordingly, lecture fees are capped
at KRW 1 million for up to 1 hour of lecture while there is no cap applicable to a lecture exceeding 1 hour. However,
as members of the association are still subject to Article 16, Paragraph (1), Item 1 of the Working Guidelines of the
Fair Competition Code, the cap amount for them would be up to KRW 500,000 for up to 1 hour of lecture (up to KRW
1 million per day) in accordance with the Working Guidelines.

02. Does the number of hours of a lecture subject to payment of lecture fees include a Q&A session?

The hours of lecture are viewed as the time during which information regarding the subject of the lecture is
actually provided. As it is generally viewed that substantive information is provided through questions and answers
made during or after the lecture in relation to the subject of the lecture, it is reasonable to view that the number of
hours of a lecture includes a Q&A session.

The Anti-Graft Act
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As discussed in the above (refer to I. 1. 4Q), in the case of an unincorporated association whose ownership type is
collective ownership, there is a possibility that such payment of fees is vested in public officials who are members
of the association. In the case of an unincorporated partnership whose ownership type is joint ownership (members
own the property in the form of ownership interests; provided however that such property cannot be disposed of
freely and is distinguished from private property), there is also a possibility that such payment of fees is vested
in public officials who are members of the partnership. Meanwhile, court precedents take the view that for an
unincorporated foundation, the property is vested in the unincorporated foundation, not its members. In view
of the foregoing positions, money and valuables paid to an unincorporated foundation, in principle, may not be
deemed to have been paid to public officials.
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11. Lectures and Consultations

03. In case of requesting an officer or employee of a private school or a journalist for a lecture, based on what
standards would the “maximum amount of compensation for outside lectures, etc.” be determined?
Item 1, Sub-item b. of [Annex 2] Maximum Amount of Compensation for Outside Lectures under the Enforcement
Decree of the Anti-Graft Act applies. In other words, the outside lecture fees are capped at KRW 1 million per hour.
However, as officers or employees of a private school or journalists who are also HCPs are subject to Article 16,
Paragraph (1), Item 1 of the Working Guidelines of the Fair Competition Code, the cap amount for them would be up
to KRW 500,000 for up to 1 hour of lecture (up to KRW 1 million per day) in accordance with the Working Guidelines.
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04. In case of a private person performing public duties, based on what standards would the “maximum amount of
compensation for outside lectures, etc.” be determined?

07. Is it allowed to provide lodging expenses, transportation expenses (airfare), food and beverages expenses to a
professor of a medical school who participates as a lecturer in a symposium held overseas?

Restrictions under Article 10 of the Anti-Graft Act do not apply to private persons performing public duties
(although the original proposed Enforcement Decree provided that private persons performing public duties
may also be governed by restrictions under Article 10, the relevant provisions were deleted from [Annex 2] of the
Enforcement Decree approved by a Cabinet meeting on September 6, 2016). The manuals by job type published by
the ACRC (targeting administrative institutions and public service-related organizations, page 18) expressly provide
that Article 10 of the Anti-Graft Act is inapplicable to private persons performing public duties.

[Annex 2] of the Enforcement Decree of the Anti-Graft Act provides that if a public official has not received
any travel expenses such as transportation expenses, lodging expenses and meal expenses, etc. in addition to
compensation for lectures from the public institution at which he/she is employed, it is possible to provide outof-pocket transportation, lodging and meal expenses within the scope permitted by relevant travel and expenses
regulations applicable to each public institution, such as the Regulations on Travel and Expenses for Government
Officials, etc. Therefore, it is possible to provide lodging expenses, transportation expenses and meal expenses to a
professor of a medical school who participates in a symposium as a lecturer.

05. In case of requesting an HCP who is a public official under the Anti-Graft Act and an HCP who is not a public
official for lectures as joint lecturers at a same event, do the lecture fees have to be paid on a differential basis
based on positions?

As the Anti-Graft Act does not set forth separate payment standards for instances where lectures are requested
to an HCP who is a public official and an HCP who is not a public official at the same time, in principle, lecture fees
for an HCP who is a public official must be paid in accordance with the payment standard of lecture fees under the
Anti-Graft Act.

In such case, the problem is based on what standards the incidental expenses should be reimbursed. Given that
it is possible to provide “out-of-pocket transportation, lodging and meal expenses within the scope permitted by
relevant travel and expenses regulations applicable to each public institution” pursuant to the aforementioned
[Annex 2], the expenses must be reimbursed on an out-of-pocket basis pursuant to the standards under the travel
and expenses regulations of each university. To that end, companies must require each HCP to submit the travel
and expenses regulations of the institutions at which they are employed and if there is no such travel and expenses
regulation, it would be safe to follow the Regulations on Travel and Expenses for Government Officials.

08. Is it allowed to provide lecture fees for a conference principal who attends a lecture or a forum?

06. While the Anti-Graft Act does not set forth annual fee caps for lectures, is it possible to pay lecture fees without
The Anti-Graft Act

Lecture fees paid to a lecturer who is an HCP are capped at KRW 3 million per year in accordance with Article
16, Paragraph (1), Item 1 of the Working Guidelines of the Fair Competition Code. The annual limitations and the
standards of fee caps do not apply to lecturers falling under Article 2, Item 2, Sub-item c. of the Anti-Graft Act
(teachers of all levels of schools, officers and employees of educational institutions) and those falling under
Article 2, Item 2, Sub-item d. (officers and employees of media outlets) among public officials that are not HCPs.

The Anti-Graft Act

being subject to annual limitations?

The outside lecture, etc. for which lecture fees may be paid under the Anti-Graft Act means delivery of one’s
opinion or knowledge to a massive audience or a type of a meeting. Therefore, if a conference principal delivered
his/her opinion or knowledge to a massive audience or continuously played a key role in smoothly running a meeting
at a sophisticated level by mediating between a number of participants, or is considered to have given a lecture
in a type of a meeting, lecture fees may be paid. Furthermore, various factors such as the subject of the lecture,
time, roles of and necessity for the conference principal, participants, etc. must also have to be taken into account
comprehensively when deciding whether to pay lecture fees.

09. Is consultation also subject to standards for outside lectures, etc. under Article 10 of the Anti-Graft Act?

Any service or consultation which is not delivered to a massive audience or does not take a form of a meeting
does not constitute an outside lecture, etc. under Article 10 of the Anti-Graft Act. However, if a consultation
agreement is executed and actual consultation is provided, any compensation paid in return therefor will highly
likely be deemed money and valuables provided under lawful claims arising out of a private transaction as set forth
in Article 8, Paragraph 3, Item 3 of the Anti-Graft Act. [The above has been prepared with reference to page 144 of
the Guideline on the Anti-Graft Act.]
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10. Is it allowed under Article 8, Paragraph 3, Item 6 of the Anti-Graft Act for a company to invite public officials to
an academic conference (ABM), etc. held overseas by the company and provide transportation expenses to the
airport, airfares, accommodation expenses and food and beverages expenses to such public officials?

KRPIA 2019

B. Authoritative Interpretations of the Anti-Graft Act
Date

procedures on the operation of event such as cost disbursements, etc., it may be permitted under article 8,
Paragraph 3, Item 6 of the Anti-Graft Act. However, given that ABM typically invites a relatively small number of
select HCPs, there is considerable concern that it may not be deemed an official event.

“Conduct not in violation of social norms” refers to conduct which is
acceptable in light of the spirit of the law and order and any underlying
social ethics, or is within socially acceptable boundaries. Whether a
Whether the Fair Competition Code specific conduct is consistent with social norms is determined on
constitutes “social norms” under a case-by-case basis, applying a totality of the circumstances test
Article 8(3), Item 8 of the Anti-Graft taking into account factors such as the motivation and purpose behind
Act
providing/receiving money and valuables, the relationship between
the parties, the amount of money and valuables provided/received and
whether the conduct was undertaken in connection with an improper
request.

12. Congratulatory/Condolence Payments
01. While congratulatory and condolence payments are permitted under the Anti-Graft Act, is it allowed paying such
to HCPs after the enforcement of the Anti-Graft Act?

September
7, 2016

Whether market survey fees paid
under the Fair Competition Code
constitute money and valuables
provided pursuant to a lawful
contract under Article 8(3), Item 3 of
the Anti-Graft Act

A review of whether certain payments constitute money and valuables
provided pursuant to a lawful contract requires a review of whether a
contract existed and whether such contract is in fact lawful. Whether
a contract is lawful is determined on a case-by-case basis, applying a
totality of the circumstances test taking into account factors such as
the purpose or cause of the payment and the substance of the contract.

The maximum amount of compensation payable for outside lectures
includes any and all compensation provided to public officials in
connection with outside lectures, e.g., lecture fees, manuscript fees
and performance fees. However, if lecturers have not received travel
Whether it is permissible to support expenses (i.e., fees for transportation, accommodation and meals) from
out-of-pocket expenses for lectures their affiliated institutions, out-of-pocket expenses for transportation,
accommodation and meals which are in compliance with applicable
travel expense regulations (e.g., the Regulations on Travel Expenses for
Government Officials) shall not be included when calculating the total
compensation provided pursuant to the Anti-Graft Act.
Whether compensation for lectures
or consultations not constituting
outside lectures under the AntiGraft Act may be permitted as an
exception under Article 8(3), Item 3
of the Anti-Graft Act

Article 10 of the Anti-Graft Act is an express clause of Article 8 and
therefore, money and valuables which do not constitute compensation
for outside lectures under Article 10 are governed by Article 8 of the AntiGraft Act. Accordingly, such payments may nevertheless be exempt
from the general prohibition on provision of money and valuables if they
satisfy the requirements of any of the exceptions under Article 8.

When both public official HCPs and
non-public official HCPs provide
Lecture fees payable to public officials providing outside lectures are
lectures at the same event, whether
subject to the limitations set forth under Article 10 of the Anti-Graft Act.
different amounts of lecture fees
must be paid
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Summary of the ACRC’s Response

Providing food and beverages not exceeding a value of KRW 100,000 per
Whether Annex 2 of the Enforcement
attendee during product presentations pursuant to Article 47(2) of the
Rules constitute “other laws” under
PAL and Article 44(4) and Annex 2 of the Enforcement Rules falls under
Article 8(3), Item 8 of the Anti-Graft
the “money and valuables permitted by other laws” exception in the AntiAct
Graft Act.

If ABM is an event held in relation to the public duties of public officials and may be deemed an official event
in consideration of the host and participants, purpose and contents of the event, existence of internal approval

Under the Enforcement Regulations of the Pharmaceutical Affairs Law and the Fair Competition Code, the
payment of congratulatory and condolence money is not permitted and the MOHW ruled in its official ruling that
the payment of congratulatory and condolence money for the purposes of sales promotion is in violation of the
Pharmaceutical Affairs Law. Therefore, even if the payment of congratulatory and condolence money is generally
permitted under the Anti-Graft Act, it is highly likely that paying such to HCPs will still be found in violation of the
Pharmaceutical Affairs Law.
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1. IFPMA Code of Practice and Its Impact on the Korean
Pharmaceutical Industry
What is the IFPMA Code?
The IFPMA Code of Practice (“IFPMA Code”) is a code of conduct issued and enforced by the International Federation
of Pharmaceutical Manufacturers & Associations (“IFPMA”), a non-profit and non-governmental organization
representing pharmaceutical associations and companies across the world. The IFPMA Code serves as a global
harmonized ethical standard for medical and pharmaceutical practices which supplements regional laws, regulations
and guidelines applicable to medical and pharmaceutical industries. Currently, the IFPMA Code is applied and
referenced globally by many IFPMA member companies and associations, including the KRPIA and the Korea
Pharmaceutical Bio-Pharma Manufacturers Association.
At the time of its first introduction under the name of the “IFPMA Code of Pharmaceutical Marketing Practices” in 1981,
the IFPMA Code was the first international self-regulation system for the pharmaceutical industry with the primary
aim of providing accurate information on the efficacy and adverse effects of pharmaceutical products.
Through a total of six amendments, the IFPMA Code has developed into a comprehensive compliance framework
for the pharmaceutical industry, governing matters such as communications with HCPs, healthcare institutions and
patients and promotion of pharmaceutical products, and has continuously improved to meet ever-growing social
demands towards the pharmaceutical industry.

Why is the IFPMA Code important?
The IFPMA Code applies to pharmaceutical companies and associations which are members of the IFPMA across the
world.
When a member association establishes its own code of practice, such code must be consistent with the IFPMA Code
provided that partial modification is permitted to the extent required for complying with local laws. Where a provision
within such code is in conflict with the IFPMA Code, the IFPMA Code prevails unless the provision is required by local
laws. If the pharmaceutical association of a certain jurisdiction does not introduce its own regional code of practice,
the IFPMA members in such jurisdiction are directly governed by the IFPMA Code.
As an IFPMA member, the KRPIA is obligated to comply with the IFPMA Code. Further, since the provisions of the
IFPMA Code must be reflected in the Fair Competition Code and other KRPIA regulations, KRPIA members are also
obligated to comply with the IFPMA Code. Therefore, KRPIA members should fully understand the provisions of the
IFPMA Code, and should take particular caution since, absent special circumstances, the IFPMA Code shall apply to (i)
matters not governed by the Fair Competition Code or Korean laws and (ii) matters relevant to inconsistent provisions
between the Fair Competition Code and the IFPMA Code which are not governed by Korean laws.
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The latest amendment to the IFPMA Code, which will take effect on January 1, 2019, sets forth stricter ethical
standards by prohibiting provision of social courtesy gifts and provision of promotional aids for purposes of promoting
prescription drugs and removing exceptions permitting provision of entertainment to HCPs.
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2. Relevant Regulations: IFPMA Code of Practice
(revised as of 2019. 1. 1.)

Code of
Practice
2019
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Upholding ethical standards
and sustaining trust
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IFPMA Code of Practice | 7

6 | IFPMA Code of Practice

a competitive advantage and therefore increases shareholder value. Ethical
business conduct remains a constant challenge. In a fast-changing world, what
was acceptable business practice a few years ago may no longer be adequate
today. Thus, IFPMA’s mission which rests on the establishment and promotion
of ethical principles for the industry as a whole, has to adapt to societal
expectations of ever higher standards.

“Trust is the basis
of reputation
and essential for
innovation. There is
no true innovation
without ethical
decision making.”

Foreword

Today, as societal expectations step up several gears within a world of ever
faster, more and more interconnected change, how we earn and keep the trust
is critical. Trust is the basis of reputation and essential for innovation. There is no
true innovation without ethical decision making. Doing the right thing creates
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The last Code revision in 2012 saw its scope expanded beyond marketing
practices to cover all interactions with healthcare professionals, medical
institutions and patient organizations.
Now, with the new Code, we are setting the bar higher. We are placing a global
ban on gifts for any company that is a member of IFPMA, and for all those firms
that are members of our regional and national associations. This new revised
Code is more principles-based and seeks to embody a deeper and broader
appreciation of business integrity.
Do we and will we get it right 100 percent of the time? No, our member
organizations are comprised of fallible human beings who make mistakes. With
this new Code, we reaffirm our commitment to take action when mistakes occur.
We take these matters seriously because in healthcare, trust is at the center of all
we do, and that trust is built up over time by deeds. A company’s reputation can
vanish overnight, and in doing so, can tarnish the reputation of an entire industry.
At IFPMA, across our member companies and throughout our national
member associations, we need to champion integrity, ethics, and compliance.
Implementing the new and revised Code in full is about walking the talk, about
earning our license to operate. As with all things, it is work in progress and I am
sure more needs to be done. But we will never stop trying to improve.

Thomas Cueni

Director General, IFPMA
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Our research-based biopharmaceutical industry is unlike any other – our
products can prolong and save lives. Because of the very nature of our business,
society’s expectations of our industry are high and criticism is harsh when we do
not meet these expectations. There is no doubt that this industry brings great
value to society in helping to improve global health but we are deeply conscious
we can never rest on our laurels. All who work in it, over two million employees,
are properly held to higher standards than most because the very nature of
our business requires us to win and retain patient trust. Trust is the life-blood of
our industry. It goes without saying that key ethical and safety values must be
embedded within this highly regulated industry.

Our Code of Practice was first drawn up in 1981, and it was the first one of its
kind for any sector. Initially, correct information on the effects and side effects
of medicines were at the core of the Code. Today, through periodic updates,
expectations regarding compliance are much more comprehensive. Updated
and revised over the decades, the Code sets out a rules-based compliance
framework for clinical research, fees for services, support for continuing medical
education, to name but a few. Many local and regional associations rely on the
IFPMA Code as guidance for their own codes of conduct.
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The Ethos underpins
the rules of the IFPMA
Code of Practice and
provides a framework to
behave with integrity
no matter how testing
the circumstances.
R&D-based biopharmaceutical member companies of the International
Federation of Pharmaceutical Manufacturers and Associations (IFPMA) are
responsible for the discovery of most new medicines and vaccines, which
they go on to develop, promote, sell and distribute in an ethical manner and
in accordance with all the rules and regulations for medicines and healthcare.
In doing so, they provide the healthcare community with the latest scientific
and educational information to improve understanding of treatment options
available to patients and support high-quality patient care.

The Ethos underpins the rules of the IFPMA Code of Practice and provides a
framework to behave with integrity no matter how testing the circumstances.
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We hold ourselves to higher
standards than other industries.
We owe it to the patients who rely
on our medicines.
Patient trust is the lifeblood of
our industry: we must take every
opportunity to earn, sustain and
grow that trust.

See our Ethos
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IFPMA has taken a new approach and moved from a Code based on rules to
a culture grounded in integrity, values and principles – and, most importantly,
patient trust. The Ethos is the foundation that shapes how the R&D based
biopharmaceutical industry sustains trust based on the core values of care,
fairness, respect and honesty in line with ever-changing society’s expectations.
The Ethos serves to instill a culture of ethics and integrity needed to guide
our business behaviours and interactions between IFPMA members and the
healthcare community.

The pharma industry is unlike any
other. Its innovations can prolong
and save lives.
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Care

Fairness
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Act responsibly, ethically and professionally.
Do not offer, promise, provide, or accept anything
of value in order to inappropriately influence a
decision, gain an unfair advantage.

Accountability
Be accountable for our actions and decisions,
including the appropriate oversight of external
third parties that act on our behalf.

Respect

Respect all people and embrace a
culture of diversity and inclusion. Protect
the environment. Treat animals under
our care responsibly.

Privacy
Respect privacy rights and appropriately
manage and protect personal information.

Education
Support the advancement of the scientific
and medical education for the ultimate benefit
of patients.
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Advance science and patient care by sharing
industry-sponsored clinical trial data in a
responsible, accurate and appropriate manner.

Act with integrity and
honesty to improve patient
care and build trust with
those we serve and to
respect the independence of
healthcare providers, patients
and other stakeholders.
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ss

Transparency

Ho

Foster a culture in our respective organisations
where concerns are shared openly and honestly
so that we learn from mistakes and continuously
improve.

p

Speaking Up

gU
k in

Ensure truthful and balanced communication
with governmental authorities, healthcare
professionals, patients and other stakeholders.

Spea

Honesty

Trust

Fa
ir

ne

Commit to providing high-quality products
that have proven clinical efficacy and have a
reliable safety profile.

re

Integrity

b il i t y
nta
cou
Ac

Improve global health through innovative
products and services, upholding the highest
ethical, scientific, and medical standards.

grit
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Innovation

Quality

Inte
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u
Q

Support and respect fair trade practices
and open competition.

ct

Protect the safety of those who use our
products – from the conduct of clinical
trials and throughout the product lifecycle.
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Preamble
i.

ii.

The IFPMA is a non-profit, non-governmental organization representing industry
associations and companies from both developed and developing countries.
Member companies of the IFPMA include global research-based pharmaceutical
companies. Companies are committed to the ethical standards set out in this
Code.

iii.

The IFPMA Code includes standards for the ethical promotion of pharmaceutical
products to HCPs and helps ensure that member companies’ interactions
with HCPs and other stakeholders, such as medical institutions and patient
organizations, are appropriate and perceived as such.

iv.

v.

It is a requirement of IFPMA membership that member associations accept
the conditions of the IFPMA Code and, subject to local laws and regulations,
adopt codes that meet local requirements but are consistent with, and as
comprehensive as, the IFPMA Code.
It is accepted that where there is an established framework of stringent
regulatory and/or legal controls which are effectively as comprehensive in their
provisions and application as the IFPMA Code, it may be more appropriate for
a national member association not to establish new duplicative provisions and
procedures. IFPMA acknowledges that many IFPMA member associations have
already established their own codes of conduct, which, together with local laws
and regulations, fully embody the principles set forth in the IFPMA Code.
IFPMA member companies and anyone acting on their behalf must comply
directly with applicable national codes of member associations where such
codes exist. In all other territories, (i.e. where there are no local codes or
appropriate laws and regulations, or where a member company is not a member
of local/regional association), the IFPMA Code acts as a default code for the
activities of member companies and the IFPMA operating procedures apply.

The ethical promotion of prescription
medicines is vital to the pharmaceutical
industry’s mission of helping patients by
discovering, developing and promoting
new medicines.

vii.

IFPMA member companies are accountable for addressing and correcting
infringements under relevant codes. Companies not in membership with
IFPMA may elect to be subject to the IFPMA Code and its complaints handling
processes.

viii.

The IFPMA is open to receive complaints from any source on any aspect of
the IFPMA Code, in accordance with its operating procedures. Where it is
determined that there has been a breach of the IFPMA Code, the objective is
to correct the matter as rapidly as possible.

ix.

IFPMA acknowledges the role of relevant codes of ethics developed by
the World Medical Association, the International Council of Nurses and the
International Federation of Pharmacists. IFPMA also recognizes the role of
Ethical Criteria for Medicinal Drug Promotion provided by the World Health
Organization in 1988.

x.

Effective 1st January 2019, the IFPMA Code of Practice replaces the 2012 IFPMA
Code of Practice. Member associations of IFPMA must incorporate this Code into
existing national codes no later than 1st January 2019, subject to the guidance
set out in Articles (iv) and (v) above.
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vi.
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The ethical promotion of prescription medicines is vital to the pharmaceutical
industry’s mission of helping patients by discovering, developing and promoting
new medicines. Ethical promotion helps to ensure that Healthcare Professionals
(HCPs) globally have access to information they need, that patients have access
to the medicines they need and that medicines are prescribed and used in a
manner that provides the maximum healthcare benefit to patients.
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1.

Scope and Definitions

1.1

Scope
The IFPMA Code covers interactions with HCPs, medical institutions and patient
organizations, and the promotion of pharmaceutical products. Where direct
promotion to the public is allowed, this is covered by local laws, regulations and/
or relevant codes of practice. Member companies should, of course, comply with
these local laws, regulations and/or codes.

Q & A I-6 (see pages 46-49)

1.2
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member). “Company” can refer to national companies and/or the worldwide
parent company.

—
>

2.

Basis of Interactions

2.1

Basis of Interactions
Member companies’ relationships with HCPs and other stakeholders are
intended to benefit patients and to enhance the practice of medicine.
Interactions should be focused on informing HCPs about medicines, providing
scientific and educational information and supporting medical research and
education.

Definitions
For the purposes of the IFPMA Code:

—
>

150

“promotion” means any activity undertaken, organized or sponsored by a
member company which is directed at HCPs to promote the prescription,
recommendation, supply, administration or consumption of its pharmaceutical
product(s) through all methods of communications, including the internet.

—
>

“Healthcare Professional (HCP)” means any member of the medical, dental,
pharmacy or nursing professions or any other person who in the course of his or
her professional activities may prescribe, recommend, purchase, supply, sell or
administer a pharmaceutical product.

—
>

“patient organization” means typically a not-for-profit institution that primarily
represents the interests and needs of patients, their families and/or caregivers.

—
>

“medical institution” means typically an organization that is comprised of HCPs
and/or that provides healthcare or conducts healthcare research.

—
>

“member company” means any company that is a member of IFPMA (direct
member) or a member of any association that is a member of IFPMA (indirect

2.2

Transparency of Promotion
Material relating to pharmaceutical products and their uses, whether
promotional in nature or not, which is sponsored by a company, should clearly
indicate by whom it has been sponsored. Promotion should not be disguised.

Q & A 7 (see page 49)
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—
>

“pharmaceutical product” means all pharmaceutical or biological products
(irrespective of patent status and/or whether they are branded or not) which
are intended to be used on the prescription of, or under the supervision of, a
HCP, and which are intended for use in the diagnosis, treatment or prevention of
disease in humans, or to affect the structure or any function of the human body.

“member association” means any association that is a member of IFPMA.
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Pre-Approval Communications and
Off-Label Use

4.

Standards of Promotional
Information

No pharmaceutical product shall be promoted for use in a specific country until
the requisite approval for marketing for such use has been given in that country.

4.1

Consistency of Product Information
It is understood that national laws and regulations usually dictate the format
and content of the product information communicated on labelling, packaging,
leaflets, data sheets and in all promotional material. Promotion should not be
inconsistent with locally approved product information.

This provision is not intended to prevent the right of the scientific community
and the public to be fully informed concerning scientific and medical progress.
It is not intended to restrict a full and proper exchange of scientific information
concerning a pharmaceutical product, including appropriate dissemination
of investigational findings in scientific or lay communications media and at
scientific conferences. Nor should it restrict public disclosure of information to
stockholders and others concerning any pharmaceutical product, as may be
required or desirable under law, rule or regulation.

Respecting the requirement that promotion should be consistent with the label
and approved uses locally, HCPs in developing countries should have access to
similar data to those being communicated in developed countries.

Q & A 8 (see page 50)

4.2

Accurate and Not Misleading
Promotional information should be clear, legible, accurate, balanced, fair, and
sufficiently complete to enable the recipient to form his or her own opinion of
the therapeutic value of the pharmaceutical product concerned. Promotional
information should be based on an up-to-date evaluation of all relevant
evidence and reflect that evidence clearly. It should not mislead by distortion,
exaggeration, undue emphasis, omission or in any other way. Every effort
should be made to avoid ambiguity. Absolute or all-embracing claims should
be used with caution and only with adequate qualification and substantiation.
Descriptions such as “safe” and “no side effects” should generally be avoided and
should always be adequately qualified.

4.3

Substantiation

Q & A 9-I0 (see page 50)
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Promotion should be capable of substantiation either by reference to the
approved labeling or by scientific evidence. Such evidence should be made
available on request to HCPs. Companies should deal objectively with requests
for information made in good faith and should provide data which are
appropriate to the source of the inquiry.
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5.

Printed Promotional Material
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6.

Electronic Materials, including
Audiovisuals

Where local regulations or codes are in force, which define requirements, those
take precedence.

5.1

The same requirements shall apply to electronic promotional materials as apply
to printed materials. Specifically, in the case of pharmaceutical product related
websites:

All Printed Promotional Material, including
Advertisements
All printed promotional materials, other than those covered in Article 5.2 below,
must include:

—
>

the name of the product (normally the brand name);

—
>

the active ingredients, using approved names where they exist;

—
>

the name and address of the pharmaceutical company or its agent responsible
for marketing the product;

—
>

date of production of the advertisement;

—
>

“abbreviated prescribing information” which should include an approved
indication or indications for use together with the dosage and method of use;
and a succinct statement of the contraindications, precautions, and side-effects.

Q & A II (see page 5I)

5.2

Reminder Advertisements

the identity of the pharmaceutical company and of the intended audience
should be readily apparent;

—
>

the content should be appropriate for the intended audience;

—
>

the presentation (content, links, etc.) should be appropriate and apparent to the
intended audience; and

—
>

country-specific information should comply with local laws and regulations.

7.

Interactions with Healthcare
Professionals

7.1

Events and Meetings

7.1.1

Scientific and Educational Objectives
The purpose and focus of all symposia, congresses and other promotional,
scientific or professional meetings (an “Event”) for HCPs organized or sponsored
by a company should be to provide scientific or educational information and/or
inform HCPs about products.

7.1.2

Events Involving Foreign Travel
No company may organize or sponsor an Event for HCPs (including sponsoring
individuals to attend such an Event as described in Article 7.2) that takes place
outside of the HCP’s country of practice unless it is appropriate and justified
to do so from the logistical or security point of view. International scientific
congresses and symposia that derive participants from many countries are
therefore justified and permitted.

Q & A I2 (see page 5I)
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A “reminder” advertisement is defined as a short advertisement containing
no more than the name of the product and a simple statement of indications
to designate the therapeutic category of the product. For “reminder”
advertisements, “abbreviated prescribing information” referred to in Article 5.1
above may be omitted.

—
>
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Promotional Information at Events
Promotional information which appears on exhibition stands or is distributed
to participants at international scientific congresses and symposia may refer
to pharmaceutical products which are not registered in the country where the
Event takes place, or which are registered under different conditions, provided
that the following conditions are observed:

—
>

Host country regulations should permit such an arrangement;

—
>

The meeting should be a truly international, scientific Event with a significant
proportion of the speakers and attendees from countries other than the country
where the Event takes place;

—
>

Promotional material (excluding promotional aids as described in Article 7.5.2)
for a pharmaceutical product not registered in the country of the Event should
be accompanied by a suitable statement indicating the countries in which the
product is registered and make clear that such product is not available locally;

—
>

Promotional material which refers to the prescribing information (indications,
warnings, etc.) authorized in a country or countries other than that in which
the Event takes place but where the product is also registered, should be
accompanied by an explanatory statement indicating that registration
conditions differ internationally; and

—
>

An explanatory statement should identify the countries in which the product is
registered and make it clear that it is not available locally.

7.1.4

Appropriate Venue
All Events must be held in an appropriate venue that is conducive to the
scientific or educational objectives and the purpose of the Event or meeting.
Companies must avoid using renowned or extravagant venues. The additional
requirements set forth in Article 7 of this Code also apply accordingly.

7.1.5

Limits
Refreshments and/or meals incidental to the main purpose of the Event can only
be provided:

—
>

exclusively to participants of the Event; and

—
>

if they are moderate and reasonable as judged by local standards.

7.1.6

Entertainment
No entertainment or other leisure or social activities should be provided or paid
for by member companies.

Q & A I3 (see page 5I)
7.1.7

Guidance from Member Associations
Member associations are encouraged to provide written guidance on the
meaning of the terms “renowned” and “extravagant” as used in Article 7.1.4 of
this Code, and the meaning of the terms “moderate” and “reasonable”, as used
in Article 7.1.5 of this Code. As a general rule, the hospitality provided must not
exceed what participants would normally be prepared to pay for themselves.
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Sponsorships
Member companies may sponsor HCPs to attend Events provided such
sponsorship is in accordance with the following requirements:

—
>

The Event complies with the requirements in this Code as described in 7.1;

—
>

Sponsorship to HCPs is limited to the payment of travel, meals, accommodation
and registration fees;

—
>

No payments are made to compensate HCPs for time spent in attending the
Event; and

—
>

Any sponsorship provided to individual HCPs must not be conditional upon an
obligation to prescribe, recommend, purchase, supply, administer or promote
any pharmaceutical product.

7.3

7.4

Fees for Services
HCPs may be engaged as consultants and advisors for services such as speaking
at and/or chairing meetings and events, involvement in medical/scientific
studies, clinical trials or training services, participation at advisory board
meetings, and participation in market research where such participation involves
remuneration. The arrangements which cover these genuine consultancies or
other services must, to the extent relevant to the particular arrangement, fulfill
all the following criteria:
a written contract or agreement must be agreed in advance of the
commencement of the services which specifies the nature of the services to be
provided and the basis for payment of those services;

—
>

a legitimate need for the services must be clearly identified and documented in
advance;

—
>

the criteria for selecting consultants must be directly related to the identified
need and the consultants must have the expertise necessary to provide the
service;

—
>

the hiring of the consultant to provide the relevant service must not be an
inducement to prescribe, recommend, purchase, supply, and/or administer any
medicine; and

—
>

the compensation for the services must be reasonable and reflect the fair
market value. The compensation arrangement may include reimbursement of
reasonable expenses including travel, meals and accommodation.

Gifts and Other Items to Healthcare
Professionals

7.5.1

Gifts and Promotional Aids
7.5.1.1 Prohibition of Gifts
Gifts for the personal benefit (such as sporting or entertainment tickets,
electronics items, social courtesy gifts, etc.) of HCPs (either directly or through
clinics and institutions) are prohibited. Providing or offering cash, cash
equivalents or personal services is also prohibited. For these purposes, personal
services are any type of service unrelated to the HCP’s profession and that confer
a personal benefit to the HCP.
7.5.1.2 Promotional Aids
A promotional aid is a non-monetary item given for a promotional purpose
(which does not include promotional materials as defined in Articles 5 and 6).
Providing or offering them to HCPs in relation to the promotion of prescriptiononly medicines is prohibited.
Promotional aids of minimal value and quantity may be provided or offered to
HCPs solely for the promotion of over-the-counter medicines if relevant to the
practice of the HCP.

Q & A I4 (see page 52)
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—
>

the number of consultants retained must not be greater than the number
reasonably necessary to achieve the identified need;

Items in this section, where permissible, must never constitute an inducement
to prescribe, recommend, purchase, supply, sell or administer a pharmaceutical
product.

Guests
Companies must not pay any costs associated with individuals accompanying
invited HCPs, except in cases of medical necessity.
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7.5

—
>
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7.5.2

Items of Medical Utility to enhance the Provision of Medical Services and
Patient Care
Items of medical utility may be offered or provided by member companies if
such items are of modest value, do not offset routine business practices and are
beneficial to enhancing the provision of medical services and patient care.

8.

Samples

8.1

Samples
In accordance with local laws and regulations, free samples of a pharmaceutical
product may be supplied to HCPs authorized to prescribe that product in order
to enhance patient care. Samples should be marked as such so that they cannot
be resold or otherwise misused.

They should not be offered on more than an occasional basis, even if each
individual item is appropriate.
Items of medical utility can include the company name, but must not be
product branded, unless the product’s name is essential for the correct use of
the item by the patient.

Q & A I5 (see page 52)

8.2

Control and Accountability
Companies should have adequate systems of control and accountability for
samples provided to HCPs including how to look after such samples whilst they
are in possession of medical representatives.

Informational or Educational Items that enhance Patient Care
Informational or educational items provided to HCPs for their education or
for the education of patients on disease and its treatments may be offered
by member companies provided that the items are primarily for educational
purposes and do not have independent value.

7.5.3

These informational and educational items can include the company name,
but must not be product branded, unless the product’s name is essential for
the correct use of the item by the patient.
The value of books and subscriptions must be reasonable. Other informational
or educational items must be of modest value.
Guidance on Values
Member associations shall provide guidance using local currency, on acceptable
monetary amounts for the following:

—
>

“minimal value” for promotional aid items;

—
>

“modest value” for items of medical utility and informational & educational
items;

—
>

“reasonable value” for scientific books & journal subscriptions

Q & A I6 (see page 52)
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9.

Clinical Research and Transparency

9.1

Transparency
Companies are committed to the transparency of clinical trials which they
sponsor. It is recognized that there are important public health benefits
associated with making clinical trial information more publicly available to
healthcare practitioners, patients, and others. Such disclosure, however, must
maintain protection for individual privacy, intellectual property and contract
rights, as well as conform to legislation and current national practices in
patent law.
Companies disclose clinical trial information as set out in the Joint Position
on the Disclosure of Clinical Trial Information via Clinical Trial Registries and
Databases (2009, with minor revisions as of January 15, 2018) and the Joint
Position on the Publication of Clinical Trial Results in the Scientific Literature
(2010, with minor revisions as of October 30, 2017) issued by the IFPMA, the
European Federation of Pharmaceutical Industries and Associations (EFPIA),
the Japanese Pharmaceutical Manufacturers Association (JPMA) and the
Pharmaceutical Research and Manufacturers of America (PhRMA).

9.2
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When companies provide content to CME activities and programs, such material
must be fair, balanced and objective, and designed to allow the expression of
diverse theories and recognized opinions. Content must consist of medical,
scientific or other information that can contribute to enhancing patient care.
Companies must follow Article 7 of the IFPMA Code where applicable.

11.

Interactions with Patient
Organizations

11.1

Scope
The pharmaceutical industry has many common interests with patient
organizations. All interactions with patient organizations must be ethical. The
independence of patient organizations must be respected.

11.2

When working with patient organizations, companies must ensure that the
involvement of the company and the nature of that involvement is clear from
the outset. No company may require that it be the sole funder of the patient
organization or any of its programs.

Distinct from Promotion
All human subject research must have a legitimate scientific purpose. Human
subject research, including clinical trials and observational studies, must not be
disguised promotion.

Support for Continuing Medical
Education

Q & A I7 (see page 55)

11.3

Written Documentation
Companies that provide financial support or in-kind contribution to patient
organizations must have in place written documentation setting out the nature
of support, including the purpose of any activity and its funding.

Continuing medical education (CME) helps ensure that HCPs obtain the latest
and most accurate information and insights on therapeutic areas and related
interventions that are critical to the improvement of patient care and overall
enhancement of the healthcare system. The primary purpose of an educational
meeting must be the enhancement of medical knowledge and therefore
financial support from companies is appropriate.
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Declaration of Involvement
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11.4

Events
Companies may provide financial support for patient organization meetings
provided that the primary purpose of the meeting is professional, educational,
and scientific in nature, or otherwise supports the mission of the patient
organization. When companies hold meetings for patient organizations,
companies must ensure that the venue and location is appropriate and
conducive to informational communication. In addition, any meals or
refreshments provided by a company must be modest as judged by local
standards.

12.

Company Procedures and
Responsibilities

12.1

Procedures
Companies should establish and maintain appropriate procedures to ensure
compliance with relevant codes and applicable laws and to review and monitor
all of their activities and materials in that regard.

12.2

Training
Companies should also ensure that relevant employees receive training
appropriate to their role.

12.3

Responsibilities for Approving Promotional
Communications
A designated company employee with sufficient knowledge and appropriate
qualifications should be responsible for approving all promotional
communications. In the alternative, a senior company employee(s) could be
made responsible provided that he or she receives scientific advice on such
communications from adequately qualified scientific personnel.

13.

Infringement, Complaints,
and Enforcement

13.1

Complaints
Genuine complaints relating to infringements of the IFPMA Code are
encouraged. Detailed procedures for complaints and the handling of complaints
(including the respective roles and jurisdiction of IFPMA and member
associations) are set out in Appendix 1: IFPMA Code of Practice Operating
Procedures.

Measures to Ensure and Enforce Compliance
Each member association should strongly encourage its member companies
to adopt procedures to assure adherence to its national code. While strong
local legal and regulatory mechanisms and vigorous government enforcement
may obviate the need for compliance mechanisms in some countries, member
associations are encouraged, where appropriate, to include provisions intended
to assure compliance with their national codes. The IFPMA recognizes, however,
that local laws and practices vary widely and will affect the types of compliance
provisions, if any, which may be adopted.
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Appendix 1

IFPMA Code of Practice
Operating Procedure
1.

Principles

1.1

The IFPMA Code of Practice (“IFPMA Code”) and the operating procedure of the
IFPMA Code shall apply directly in territories where no national code has been
adopted by the respective member association.

1.2
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The IFPMA Code and its operating procedure shall also apply in all cases where
a member company commits a breach of the IFPMA Code in territories where
there are national codes adopted by the respective member association but the
member company in alleged breach is not a member of that association.

1.4

The IFPMA website shall contain links to information on codes and provisions
organized by member associations, including links where case reports may be
viewed.

1.5

If a complaint is received by IFPMA that is not covered by this operating
procedure, IFPMA will refer it to the company concerned. In addition, a copy will
be sent to the relevant member association if the association has a process for
complaints.

1.6

Pharmaceutical companies are encouraged to report potential violations of this
Code to the compliance department of the company alleged to be in breach,
prior to submitting a complaint to the IFPMA.

The Procedure for Code Complaints

2.1

Role of the IFPMA Secretariat
The IFPMA is responsible for administering complaints to ensure that they are
progressed as required by this operating procedure and the agreed IFPMA
Secretariat Standard Operating Procedure (Appendix 2). This includes validation
of the complaint, preparing the papers for the adjudication and appeal groups
and advising the parties of the outcome. The IFPMA Secretariat has no role in
deciding whether or not there has been a breach of the Code.

2.2

Validation
When a complaint, alleging a breach of the IFPMA Code, is received by the
IFPMA Secretariat, it is first validated in line with the IFPMA Secretariat Standard
Operating Procedure which ensures that:

—
>

it appears to be a genuine matter, submitted in good faith and in a timely
manner;

—
>

there is sufficient information to enable the complaint to be processed;

—
>

the alleged breach concerns a country where this operating procedure
applies; and

—
>

it is not already under investigation by one of the member associations (or
relevant body thereof or equivalent regulatory body).
If the complaint cannot be validated by the IFPMA Secretariat, it will be referred
to the Appeal Group for a second review. If the Appeal Group is also unable to
validate the complaint, the complaint will be dismissed and the complainant will
be notified accordingly. In appropriate cases, IFPMA may refer the complainant
or forward the complaint to an appropriate member association. If the Appeal
Group deems the complaint to be valid, the procedure stated below will
proceed.

167

IFPMA Code of Practice and Guideline

IFPMA Code of Practice and Guideline

1.3

The IFPMA Code is also applicable if and as far as the code adopted by the
respective member association is not fully compliant with the IFPMA Code
(unless required by national laws and regulations).

2.
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2.3

Inform
The complaint, including a copy of any supporting evidence (e.g. a copy of the
advertisement alleged to be in breach of the IFPMA Code), together with an
accompanying letter from IFPMA (“the Letter”), is sent by the IFPMA Secretariat
to the senior management of the company, at its headquarters and the place
where the alleged breach took place without undue delay, preferably within 5
working days from its receipt by IFPMA.

2.4
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the complainant or the company, the IFPMA Secretariat will organise an oral
hearing. The final decision is made by this group, by simple majority, without
participation of any members of the IFPMA staff. This group provides written
reasons for its decision to the IFPMA Secretariat which provides the decision to
the parties.

2.7

If a company is found in breach of the IFPMA Code, the company has 10 working
days to provide written details of the action taken to comply with the ruling
(”the Compliance Statement”). As a minimum, the respondent company will
be asked to confirm that the activity or use of the material in question, and
any similar material if not already discontinued or no longer in use, will cease
immediately and that all possible steps will be taken to avoid a similar breach of
the Code in the future. The Compliance Statement must be signed or authorized
by a senior employee and must include the date on which the material was
finally used or appeared and/or the last date on which the activity took place.

Time Limits
The Letter to the company indicates the time within which a response must
be made on the case(s) under investigation within 30 working days from the
company’s receipt of the documentation. In exceptional circumstances, the
IFPMA Secretariat may grant an extension to the time limits.

2.5

Adjudication
When the company response is received the IFPMA Secretariat will send the
case for adjudication. Cases are normally decided within 20 working days from
receipt of the company’s response. If necessary, IFPMA Secretariat can ask the
complainant or the respondent company for additional information, in which
case the timelines may be extended.
The IFPMA Secretariat refers complaints to an ad hoc group of three individuals
experienced in the application of national codes and selected from member
associations. In addition, expert medical or technical advice can be sought by
IFPMA Secretariat. Decisions are made by simple majority without participation
by any members of the IFPMA staff. This group provides written reasons for its
decision to the IFPMA Secretariat which will provide the decision to the parties
and advise them of the appeal process.

Appeal
When the respondent company or the complainant disagrees with the first
decision it either may, within 20 working days of receipt of the decision from the
IFPMA Secretariat, request a second instance ruling. If new facts or arguments
are put forward, the other party is invited to provide comments within 20
working days. The IFPMA Secretariat refers the matter to an ad hoc appeal
group of five individuals experienced in the application of national codes and
selected from member associations (which will not include any individuals
participating in the first instance ruling). In addition, expert medical or technical
advice can be sought by the IFPMA Secretariat. Following the request of either
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The details of the case are published by the IFPMA as set out in Section 2.8.

2.8

Publication of the Outcome
Where a breach is ruled a summary of the case will be published on the IFPMA
website. The information to be disclosed includes the identity of the company
in breach, the name of any product, where relevant, the country in which the
breach took place, and a summary of the key facts.
Where no breach is ruled a summary of the case will be published on the IFPMA
website. The information disclosed will include the relevant country and a brief
summary of the key facts. The respondent company, the complainant, and
product(s) are not named.
Information may also be made public in cases where a company fails to respond
within the specified time limit.
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2.6

Sanctions

4. IFPMA Code of Practice and Guideline
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3.

Composition of the Adjudication and
Appeal Groups
The IFPMA Secretariat recommends individuals from member associations
for the ad hoc groups for adjudication and appeal, respectively for a two-year
period. Individuals are chosen based on their expertise and geographical
representation is also taken into account. Interested individuals can also
volunteer to serve on either group. All appointments must be approved by the
IFPMA Council.

4.

Use of the Complaint Procedure

4.2

Anonymous Complaints
Although anonymous complaints are accepted it is preferable if complainants
from outside the industry provide a name, contact details, and relevant
information about their interests in the matter of complaint.

All correspondence should be addressed to:
IFPMA
Chemin des Mines 9
P.O. BOX 195
1211 Geneva 20
Switzerland

Tel: +41 22 338 32 00
Fax: +41 22 338 32 99
code@ifpma.org
www.ifpma.org

The IFPMA Code complaint procedure is open to any HCP, a company or member of
the public, acting in good faith within the spirit and intentions of the IFPMA Code.

4.1

Submission of Complaints

170

—
>

Complainant details: The true identity of the complainant, with a full mailing
address (including fax number and e-mail, if possible) for correspondence. On
the request of the complainant, the identity of the complainant, if not from a
pharmaceutical company, can be kept confidential to all parties outside the
IFPMA Secretariat and the Adjudication Groups;

—
>

Company: For each case, the identity of the company which is alleged to be in
breach of the IFPMA Code and the name of any product or products which are
specifically involved.

—
>

Summary: For each case, a brief description of the complaint with, if possible, a
specific reference to the part of the IFPMA Code under which the complaint is
being made (section and paragraph number(s));

—
>

Reference material: For each case, a specific reference to the source of the
advertisement/activity which is the subject of the complaint, of printed material
or other evidence. Wherever possible a copy of the material in question should
be provided; and

—
>

Date: The date, where relevant, of the alleged breach of the IFPMA Code.
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Complaints must be in writing or by e-mail and should include:
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Appendix 2

IFPMA Secretariat
Standard Operating
Procedures
Action list for the processing
of complaints by IFPMA

A

B

Procedure for IFPMA Secretariat
1.

If a complaint cannot be validated because the information provided is
inadequate, the complainant must be given an opportunity to provide the
additional information needed.

2.

If a complaint is not covered by the IFPMA operating procedure, the IFPMA
must refer it to the company concerned. In addition, a copy must be sent to the
relevant member association.

3.

If a complaint cannot be validated by the IFPMA Secretariat or is not covered
by the IFPMA operating procedure, it will be referred to the Appeal Group for
a second review. If the Appeal Group is also unable to validate the complaint,
the complaint will be dismissed and, where possible and/or appropriate, the
complainant will be notified accordingly. In appropriate cases, IFPMA may
refer the complainant or forward the complaint to an appropriate member
association. If the Appeal Group deems the complaint to be valid, the complaint
will be processed as stated in the Procedure.

C

Processing a Valid Complaint

Validation of Complaints
Unless there is clear evidence to the contrary, a complaint shall be deemed by
the Secretariat to be a genuine complaint submitted in good faith.

2.

Is it clear who or what the complainant is? Is there a full contact address?

3.

Is it clear which company is alleged to have breached the Code?

4.

Does the alleged breach relate to a country where the IFPMA Code operating
procedure applies?

5.

Is the company alleged to be in breach a member of the IFPMA? If not is it a
company that is covered by the IFPMA by its membership of one of IFPMA
member associations?

6.

Has sufficient information been provided by the complainant to allow the complaint
to proceed? Does the complaint name the product or products (if any) involved? Is
it clear which material or activity is at issue? Has the matter of complaint been made
clear? Have copies of relevant promotional or other materials been provided? If
relevant, has the date of the alleged breach been given?

7.
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Procedure for IFPMA Secretariat
1.

The complaint and supporting evidence must be sent to the senior
management of the company alleged to be in breach at its headquarters and
the place where the alleged breach took place within 5 working days of its
receipt by IFPMA.

2.

In an accompanying letter IFPMA must state the time within which a response
must be received. This will normally be 30 working days from the company’s
receipt of the documentation. In exceptional cases the IFPMA Secretariat can
grant an extension to the time allowed. If the complaint is from outside the
pharmaceutical industry the IFPMA Secretariat may suggest the sections of the
Code to be addressed in the response.

3.

The respondent company must be asked if a similar complaint is under
investigation by a member association (or relevant body thereof or equivalent
regulatory body).

If the complaint is from a pharmaceutical company is it signed by a senior employee
and does it state the sections of the Code alleged to have been breached?
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Considerations by IFPMA Secretariat
1.

Invalid Complaints
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4.
5.

D

The respondent company must be asked for full details if it rejects the
allegations, the reasons must be clearly stated and, where appropriate,
supporting data must be provided.

E

The respondent company must be informed that if it acknowledges that it has
breached the IFPMA Code it must indicate what action has been taken or will be
taken to remedy the matter.

1.

The complainant or a company ruled in breach may, within 20 working days,
appeal against the ruling. If new facts or arguments are put forward, the other
party has 20 working days in which to comment on them.

2.

IFPMA Secretariat must refer the matter to an ad hoc group of five individuals
experienced in the application of national codes and selected from member
associations (other than the individuals participating in the first instance ruling).

3.

Decisions are taken by simple majority without participation by any member
of IFPMA staff. The appeal group can ask the IFPMA Secretariat to obtain expert
advice.

4.

The appeal group will provide the IFPMA Secretariat with its decision and
reasons for it.

5.

The IFPMA Secretariat will contact the parties with details of the decision and
inform the parties of the process for accepting that decision including the
provision of a compliance statement where required.

F

Publication of the Outcome

Adjudication
Procedure for IFPMA Secretariat
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2.

Upon receipt of the response from the company the IFPMA Secretariat must
refer the complaint to an ad hoc group of three individuals experienced in the
application of codes and selected from member associations. Decisions are
made by a simple majority without participation by any members of IFPMA staff.
The adjudication group can ask the IFPMA Secretariat to obtain expert advice.

3.

The adjudication group must decide whether consideration of the complaint
can proceed. If the complaint is under investigation by a member association
(or relevant body thereof or equivalent regulatory body) then the adjudication
group cannot consider the case and it must so inform the IFPMA Secretariat so
that the case can be suspended. In such circumstances the IFPMA Secretariat
informs the complainant that the case is being considered elsewhere.

4.

The adjudication group will provide the IFPMA Secretariat with its decision and
reasons for it.

5.

The IFPMA Secretariat will contact the parties with details of the decision
and inform the parties of the process for accepting that decision including
the provision of a Compliance Statement where required or the process for
appealing the first decision.

Procedure for IFPMA Secretariat

Procedure for IFPMA Secretariat
1.

Where a breach is ruled a summary of the case must be made public
immediately on the IFPMA website. The information to be disclosed is the
identity of the company in breach of the IFPMA Code, the names of the product
or products where relevant, the country in which the breach took place and a
summary of the key facts.

2.

Where no breach is ruled a summary of the case must be made public
immediately on the IFPMA website. The information to be disclosed is the
country in which the activity took place and a brief summary of the key facts.
The respondent company, the product and the complainant are not named.

3.

Information may also be made public in cases where a company fails to respond
within the specified time limit.

4.

A copy of the material to be published is provided to the respondent company
for information only.
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1.

The case must normally be decided within 20 working days from the receipt
of the company’s response. Following a request from one of the adjudication
bodies, the IFPMA Secretariat can ask the complainant or the company alleged
to be in breach for additional information or arguments. In such circumstances
the time limit can be extended.

Appeals
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Complaint Procedure

Appendix 3

IFPMA Procedural
Requirements

Complaint to IFPMA Secretariat
Complaint Validation by IFPMA Secretariat
Possible Second Review by Appeal Group
Preferably within 5
working days from its
receipt by IFPMA

Inform Respondent Company

30 working days for
company to respond

5.

Responsibilities of IFPMA

IFPMA Adjudication Group
IFPMA designates a member of its staff to undertake all necessary activities in
relation to this operating procedure. IFPMA also establishes the IFPMA Ethics and
Business Integrity Committee (eBIC), comprised of individuals experienced in the
application of industry codes from member companies and associations. This
network has the following roles:

20 working days
from receipt of
company response

Complainant Advised of Ruling
Accepted

Respondent Advised of Ruling
Appealed

Appealed

IFPMA Appeal Group

Accepted

Appeal request within
20 working days of
original ruling

Final Decision

Breach

No Breach

Summary of Case on IFPMA Website
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With details of the
complaint without
respondent company,
product and
complainant

To exchange best practices in code compliance and implementation;

—
>

To facilitate prevention of breaches by encouraging communication and
networking among companies and associations officers;

—
>

To create a forum for positive communication around industry self-regulation
activities

—
>

To create a resource pool of experts in code compliance for needs of the
IFPMA complaints procedure as described in 2.5 and 2.6 (only experts from
associations); and

—
>

To stimulate discussions about new challenges related to industry’s promotion
and marketing practices.

—
>

IFPMA arranges regular consultations of the IFPMA eBIC. Periodic reports on the
operation of the IFPMA Code are submitted to the IFPMA Council.
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With all details of
the complaint

—
>
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6.

Status Reports
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The questions and answers section has been developed
to provide clarity on the scope and provisions of the
IFPMA Code. The content in this section is binding.

1.

Communications with the Public

Q 1.1

Does the IFPMA Code regulate communications with the
public?

A 1.1

No. The IFPMA Code covers interactions with HCPs and other stakeholders, such as
medical Institutions and patient organizations, and the promotion of pharmaceutical
products. Where direct promotion to the public is allowed, this is covered by local
laws, regulations and/or relevant codes of practice. Member companies should of
course, comply with these local laws, regulations and/or codes.

2.

Code Application

Q 2.1
A 2.1

To whom does the IFPMA Code apply?

Q 2.2

Which interactions or activities of pharmaceutical companies
are specifically outside the scope of the IFPMA Code?

A 2.2

This Code specifically does not seek to regulate the following activities:

The IFPMA Code applies to IFPMA’s member associations and
companies. Pharmaceutical companies that are members of neither IFPMA
nor its affiliated member associations fall outside the reach of the IFPMA
Code. IFPMA encourages such companies — and other organizations
marketing healthcare products or services to HCPs, or those having
interactions with HCPs, medical institutions and patient organizations — to
follow ethical standards for promotion and interactions, similar to those set
forth in the IFPMA Code.
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IFPMA will regularly issue a Status Report on the IFPMA Code, summarizing
its operation, related IFPMA activities and recent industry developments in
the area of self-regulation. The report is published and given wide circulation
to government health departments, World Health Organization (WHO), the
technical press and leading medical journals, and to member associations of
IFPMA.
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Does the IFPMA Code apply to the promotion and marketing
of over-the-counter (OTC) products that may also be
prescribed by HCPs?

A 4.2

Yes. The IFPMA Code applies to the promotion of over-the-counter (OTC)
products directed towards HCPs. However, the promotion of OTC products to
consumers falls outside the scope of this Code.

Certain types of non-promotional information or activities; and

5.

Pricing and Terms of Trade

Promotion of medical devices.

Q 5.1

Does the IFPMA Code prohibit member companies from
giving its customers discounts or other favorable trade terms
for the supply of pharmaceutical products?

A 5.1

No. The IFPMA Code does not restrain or regulate commercial trade terms for the
supply of pharmaceutical products. The IFPMA encourages competition among
companies.

Q 5.2

Does the IFPMA Code apply to the promotion and marketing
of pharmaceutical products to commercial customers who
are also practicing HCPs, such as a pharmacist who operates
his/her own practice?

A 5.2

The IFPMA Code does apply to the promotion and marketing of pharmaceutical
products to such a customer. However, the IFPMA Code does not restrain or
regulate commercial trade terms for the supply of pharmaceutical products to
customers. In any dealings with such a customer, companies should respect the
customer’s role as a HCP and, if applicable, comply with the requirements of the
IFPMA Code.

Q 5.3

Does the IFPMA Code apply to the promotion and marketing
of pharmaceutical products to commercial customers who
are not HCPs? What if the customer is a HCP by qualification
but is not practicing?

A 5.3

No. The IFPMA Code only applies to interactions with practicing HCPs. Promotion
and marketing to commercial customers (whether or not they are HCPs) may
of course be governed by other laws and regulations, such as those that restrict
or prohibit inaccurate, misleading or deceptive advertising and promotion or
restrict or prohibit the giving of inducements to public officials or employees.

Promotion of prescription only pharmaceutical products directly to the general
public (e.g. direct to consumer advertising);

—
>

Promotion of self-medication products that are provided “over-the-counter”
(OTC) directly to consumers without prescription; (see also question 4.2)

—
>

Pricing or other trade terms for the supply of pharmaceutical products, including
promotion and marketing of pharmaceutical products to commercial customers;

—
>
—
>

Disease Awareness Campaigns

Q 3.1

Why does the IFPMA Code not cover public disease
awareness campaigns?

A 3.1

The IFPMA Code covers interactions with HCPs, medical institutions and
patient organizations, and the promotion of pharmaceutical products. A public
disease awareness campaign targeted at the public must not promote specific
pharmaceutical products. Whilst not covered by the IFPMA Code, disease
awareness campaigns must of course comply with local laws, regulations, and/
or codes.

4.

Self-Medication Products

Q 4.1

Are there self-regulatory codes of practice relating to
the promotion of self-medication products directed to
consumers? Where can I find information on this?
Yes. There are self-regulatory codes of practice on this topic in many countries.
You should consult the industry association in the relevant country, details of
which are provided on the IFPMA website.
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Q 4.2

—
>

3.

A 4.1
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Q 5.4

Does the IFPMA Code cover price lists or other documents
describing terms of trade?

A 5.4

No.

Q 5.5

Could a false price claim or a misleading price comparison in
promotional material be processed under the IFPMA Code?

A 5.5

Yes. This is possible when a company is inappropriately using pricing information
in its promotional materials or activities in a country in which the IFPMA
complaints procedure applies.

6.

Non-Promotional Information

Q 6.1

What are the examples of non-promotional information that
are not covered by the IFPMA Code?

A 6.1

Correspondence, possibly accompanied by material of a non-promotional
nature, needed to answer a specific question about a particular medicinal
product is not covered by the Code. Non-promotional, general information
about companies (such as information directed to investors or to current/
prospective employees), including financial data, descriptions of research and
development program, and discussion of regulatory developments affecting the
company and its products is also not covered by the Code.

7.

Disguised Promotion

Q 7.1

Is it ever appropriate for a company to publish promotional
materials that appear to be independent editorial content?

A 7.1

No. Where a company finances or otherwise secures or arranges the publication
of promotional material in journals, such promotional material must not
resemble independent editorial matter.

Q 7.2

How does the prohibition of pre-approval promotion affect
compassionate use programs?

A 7.2

The clause does not prevent compassionate use programs which must of course
comply with all applicable laws, regulations and codes. Care should be taken to
ensure that communications for a compassionate use program are not, in effect,
advertisements for an unlicensed medicine or use.
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8.

Consistency of Information

Q 8.1

What level of detail is required to be included on labelling,
packaging, leaflets, data sheets and all other promotional
material in a developing country where there are no or very
limited national laws and regulations regarding the form and
content of such product information?

A 8.1

Where possible and within the context of national requirements, companies
should provide the same core product information (such as contraindications,
warnings, precautions, side effects and dosage) as it provides in developed
countries.

9.

Use of Comparisons

Q 9.1

Does the IFPMA Code allow for comparisons between
different products to be included in promotional materials?

A 8.1

Yes. Any comparison made between different pharmaceutical products should
be based on relevant and comparable aspects of the products and be capable
of substantiation. Comparative advertising should not be misleading.

10.

Use of Quotations

Q 10.1

Does the IFPMA Code allow for quotations to be included in
promotional materials?

A 10.1

Yes. Quotations from medical and scientific literature or from personal
communications should be faithfully reproduced (except where adaptation or
modification is required in order to comply with any applicable codes, in which
case it must be clearly stated that the quotation has been adapted and/or
modified) and the precise sources identified. Quotations should not change or
distort the intended meaning of the author or the significance of the underlying
work or study.
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11.

Reprints

Q 11.1

Are reprints considered as promotional material under the
IFPMA Code?

A 11.1

No. Reprints of scientific and medical articles, when used as stand-alone
documents, are not developed by pharmaceutical companies and as such
cannot be considered as promotional materials. If, however, they are proactively
presented to a HCP together, with other, company-originated documents, they
then become promotional materials. In all cases, where promotion refers to,
includes, or is presented together with scientific or medical articles or studies,
clear references should be provided. Any reprint of artwork (including graphs,
illustrations, photographs or tables) taken from articles or studies and included
or presented with promotional materials should clearly indicate the source of
the artwork and be faithfully reproduced.

12.

Events Involving Foreign Travel

Q 12.1

When is it appropriate and justified for a company to
organize or sponsor an event for HCPs outside of the
company’s home country?

A 12.1

A company can only organize or sponsor events involving travel if it is justified, e.g.
a)

A significant proportion of the invited HCPs are from outside of the
company’s home country, and it makes greater logistical or security sense
to hold the event in another country; or

b)

In exceptional circumstances where the relevant resource or expertise
that is the object or subject matter of the event is located outside of the
company’s home country.

13.

Entertainment

Q 13.1

The IFPMA Code prohibits companies from providing
entertainment, leisure and social activities to HCPs and
other stakeholders. Are there exceptions to this rule?

A 13.1

No. It would not be appropriate for a company to fund attendance at a concert,
purchase of entertainment tickets or pay for entertainment in any form.
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Q 16.2

Which criteria should be considered when assessing
“reasonable value” for scientific books and journal
subscriptions?

A 16.2

The provision of scientific books and journal subscriptions can be an important
component of improving patient care by keeping HCPs up to date on the most
recent scientific developments. However, these publications are frequently
expensive, and therefore their provision should be kept to a minimum.
Consideration should be given both to the cost of an individual book or
subscription as well as the overall benefit to an individual HCP in a given year
and on an ongoing basis.

17.

Interactions with Patient Organizations

Q 17.1

What happens if only one pharmaceutical company
wishes to support a particular patient organization? Is
this allowed?

A 17.1

Yes. Many patient organizations are supported by a number of pharmaceutical
companies. There may, however, be situations where only one pharmaceutical
company wishes to support a particular patient organization or one of its
activities. It would be acceptable under the IFPMA Code for that pharmaceutical
company to be the only pharmaceutical company providing funding as long as
that company did not make its support conditional on it being the sole funder.
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Additional Questions to IFPMA Code of Practice 2019
1. Does the IFPMA Code apply to the promotion and marketing of over-the-counter (OTC)
products that may also be prescribed by healthcare professionals (HCPs)?
Yes, the IFPMA Code applies to the promotion of over-the-counter (OTC) products directed towards healthcare
professionals. However, OTC products when promoted to the general public fall outside the scope of this Code.
There are three groups of products:
• Prescription-only products:				
in scope
• OTC products that are promoted towards HCPs:		
in scope
• OTC products that are not promoted towards HCPs:
out of scope
It does not matter if the product can be prescribed by the doctor or not (if it is not regulatory needed). The relevant
differentiation is the promotion or prescription status of the respective product. A voluntary prescription is
needed in some countries to get this products reimbursed by the sick funds. However, this is not relevant in terms
of scope.
Please check Q&A 2.2 and Q&A 4.2 of IFPMA Code.

2. Do non-medicines such as dietary supplements/nutritional products and cosmetics fall under
the scope of the IFPMA Code? products that may also be prescribed by healthcare professionals
(HCPs)?
No. The IFPMA Code applies to pharmaceutical products. (Art. 1.2). Only OTC that are promoted towards HCPs are
covered.
Please check Q&A 2.2 and Q&A 4.1 of IFPMA Code.

3. Why did IFPMA decide to include a global ban on gifts and promotional aids related to
prescription-only medicines?products that may also be prescribed by healthcare
professionals (HCPs)?
A survey amongst IFPMA member companies showed that this change is wanted by the R&D pharmaceutical
industry and it is its aligned way of thinking and doing business. The provisions on Gifts and Other Items were
outdated and did not reflect the current values of the industry. In particular, the language on Promotional Aids
(Article 7.5.2) was out of step with society’s expectations of the pharmaceutical industry, and members strongly
supported the prohibition to be able to meet these ethical expectations about the appropriate behavior of our
companies.
PhRMA and EFPIA had already banned promotional aids in their code revisions, in 2009 and 2013 respectively. Their
rationale was that these items do not advance disease or treatment education — even if they are practice-related
items of minimal value (such as post-its, mouse pads, calendars, plasters, bags or binders and similar “reminder”
items with company or product logo).
The industry places great reliance on its professional relationships with HCPs leading to society’s confidence
that optimal patient care is ensured. Promotional aids send the wrong message, as they trivialize the important,
professional relationship that must exist between medical representatives and healthcare professionals. This
relationship is based on a mutual exchange where both sides win by sharing expertise and scientific knowledge,
enabling the development and effective use of new medicines and vaccines.

4. If a company has an educational tool for patients (whether given directly to patients or through
HCP), can they put their company or product name on such material?
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There is a specific section in the Code on items of medical utility (Art. 7.5.2). These educational tools can only be
branded with the company name (not product name), unless the product’s name is essential for the correct use of
the item by the patient, which is a very rare case.

4. IFPMA Code of Practice and Guideline

5. According to the new IFPMA Code (Q&A14) a company is allowed to provide pens and
notepads at company organized events. If there is a document to be distributed, can the
company provide plastic folders with company name or product name on the plastic folder
for the purpose of holding the document? Will this folder be considered a promotional aid?
There are no other exceptions related to promotional aids, apart from pens and notepads in order to take notes
during the meeting. IFPMA does not allow company or product branded bags, binders or plastic folders to carry
documents at a congress, as these clearly qualify as promotional aids. If there is a need for a “technical solution” to
distribute a bunch of documents, it is up to each company to take the right decision depending on the number of
documents: using binding rings, a paper clip or a USB key loaded with the documents.

KRPIA 2019

8. There are regions where HCPs and HCOs should have certain items for their daily practice, but
they don’t due to lack of resources. Would it be possible to give this type of basic medical
utility items considering the low level of healthcare infrastructure, e.g. stethoscopes only to
HCPs working in underserved areas?
No, these items should be provided by their employers. The only way would be to provide such items in form of a
donation to the HCO and not to the individual HCP. The aim of the prohibition is to avoid personal use of the item
by the HCP or potential undue influence.

Please check Art. 7.5 and Q&A 14 of IFPMA Code.

9. Is it acceptable to provide at company organized events beverages (coffee or water) and
snacks (cookie or candy) to participating HCPs?
6. At company organized events, can industry provide branded paper or plastic bags to HCPs to
not drop the promotional brochures on the way home?
As in question 5 such item would be considered as a non-permitted promotional aid.

The Code regulates this topic in its article 7.1.5 which establishes the limits of hospitality at events, indicating that
refreshments or meals should be provided exclusively to participants of the event, and should be moderate and
reasonable as judged by local standards. So, in this case it is the local association who should establish if a cookie
or candy is moderate and reasonable.

Please check Art. 7.5 and Q&A 14 of IFPMA Code.

10. During a 3rd party congress, would paper coffee mugs, napkins, sugar sachets at the
company booth be considered a gift? Could those be company branded?
7. In the cases where company branding is allowed, could it include a reference to the therapeutic
area, for example “COMPANY NAME – Oncology”?
According to the IFPMA Code this would be acceptable as the therapeutic area is not a product name. However,
there may be national laws and regulations that define this differently and consider that there is a connection with
the product.

Depending on local regulation, single-use, disposable tableware can be company branded for use at a 3rd party
event company booth. Product branding is not allowed. Please make sure to follow the guidelines of the national
association as to which refreshments may be served in them.

No, it only applies to prescription-only medicines or in the context of an activity, congress or meeting related with
prescription-only medicines.
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11. Is the restriction of providing promotional items to HCPs applicable to medical devices?

4. IFPMA Code of Practice and Guideline

12. Can pens and notepads still be provided to HCPs to take notes during interactions that
take place outside the context of events?
No, it is not allowed to offer or provide pens and notepads outside the context of a company organized event,
except when solely related to the promotion of OTC products.
Please check section 7.5.1.2 and Q&A 14 of IFPMA Code.

13. There could be situations where the same HCP will be called on by an OTC sales representative
and a prescription-only medicines sales representative. In one case, the HCP might be given a
promotional aid, in the other case not. How can companies avoid confusion at HCP level?
If the medical representatives are two different employees, the OTC sales representative can provide
promotional aids to the HCP. If however it is one and the same employee visiting the HCP, he/she cannot provide
any promotional aids as he/she also represents the prescription-based products. Companies need to make a
decision as to their approach, bearing in mind the standards of the IFPMA Code.

KRPIA 2019

15. In instances where value guidance is not provided by the local industry association(s),
where the local industry association is not an IFPMA member, or where there is no local
industry association, should companies determine their own values (for ‘minimal’, ‘modest’
and ‘reasonable’)?
Yes, a company should use its good ethical judgment and in such cases benchmark against neighboring countries
with a similar cost of life where the local industry association has set a value guidance.

16. Do the principles related to items of medical utility apply to clinical trials as well?
For clinical trials this is in general not the case, since the purpose is different. The items might be in most cases
an essential part of the trial, provided it is carried out in the prescribed manner. The items covered in Q&A 15 are
items of medical utility used in the normal business practice of HCPs. Therefore, they should be considered as
expenses to the practice and supplied by HCPs or their employers.
Not covered are more specialized items provided in the context of clinical trials (e.g. a special diagnostic testing
equipment). These items are not considered as routine business expenses and as such could still be supplied
by pharma companies to the institution (hospital, clinic etc.) if needed in the clinical trial with the understanding
that it is a legitimate payment for the clinical trial set out in the agreement and appropriately accounted for in the
financial arrangement.

14. Can a memory stick preloaded with educational data be of a fancy design that resembles the
product, i.e. inhaler/bottle?
No, a fancy designed memory stick with a resemblance to the product would qualify as a gift.

17. Is IFPMA expecting its members to adopt the Ethos in their codes “verbatim”?
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The Ethos is intended to illustrate the spirit of the Code and to give members context in situations where no
specific provisions of the Code apply. It underpins the provisions and provides overarching principles to consider
for situations not addressed in the Code. We want to create a common language on values and principles that is
shared by all members and therefore we do expect a public embracement of the Ethos (e.g. statement/link on the
website).

4. IFPMA Code of Practice and Guideline

3. Reference Materials
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7.5.1.1 Prohibition of Gifts
Gifts for the personal benefit (such as sporting or entertainment tickets, electronics items, social courtesy gifts,
etc.) of HCPs (either directly or through clinics and institutions) are prohibited. Providing or offering cash, cash

A. KRPIA Notes and FAQs regarding the IFPMA Code of Practice
Dear Members of Korean Research-based Pharmaceutical Industry (“KRPIA”),
With the amendment to the Code of Practice of the International Federation of Pharmaceutical Manufacturers &
Associations (“IFPMA”) (“IFPMA Code”), member associations of the IFPMA is obliged to incorporate the amended
IFPMA Code into their existing national codes by no later than January 1, 2019. Given that the KRPIA is a member
association of the IFPMA, each KRPIA member must comply with the amended IFPMA Code effective as of January 1,
2019, the details of which are scheduled to be reflected in the KRPIA Code.
Accordingly, please note that KRPIA members are required to check their current procedures for providing
promotional aids and souvenirs and make adjustments to products/items to be provided as promotional aids and

equivalents or personal services is also prohibited. For these purposes, personal services are any type of service
unrelated to the HCP’s profession and that confer a personal benefit to the HCP.
7.5.1.2 Promotional Aids
A promotional aid is a non-monetary item given for a promotional purpose (which does not include promotional
materials as defined in Articles 5 and 6). Providing or offering them to HCPs in relation to the promotion of
prescription-only medicines is prohibited. Promotional aids of minimal value and quantity may be provided or
offered to HCPs solely for the promotion of over-the counter medicines if relevant to the practice of the HCP.
[Q&A No. 14. Promotional Aids]
Q: Section 7.5.1.2 prohibits promotional aids for prescription-only medicines. Does this also apply to the provision of
pens and notepads in the context of company organized or third-party events?

souvenirs as necessary for compliance with the amended IFPMA Code.

A: No, pens and notepads can be provided to HCPs in the context of company organized or third-party events as long

Key amendments concern the following:

distributed. Examples of banned promotional aids include sticky notes, mouse pads, calendars, etc.

as they are company branded only, of minimal value and only the necessary quantity for the purpose of the event are

For your reference, Appendix 2 to the Enforcement Rules of the Pharmaceutical Affairs Law (“PAL”) allows
promotional aids or souvenirs to be provided at product presentations, as long as their value does not exceed

We are giving this notice, along with the FAQ on the amended IFPMA Code to encourage our members’ improved

the monetary thresholds (KRW 10,000 for promotional aids and KRW 50,000 for souvenirs), without any specific

understanding of and prompt adjustments to the amended IFPMA Code. We will keep you updated on related

restriction on types of such items. As with the PAL, the KRPIA Code does not impose any explicit restrictions on the

developments such as revisions to be made to the KRPIA Code.

types of promotional aids or souvenirs.
If you have any questions regarding the above, please contact the person-in-charge at the KRPIA
On the other hand, the amended IFPMA Code prohibits all types of items, including social courtesy gifts, that are

(EBP Manager Jung Eun Kim: monica51746@krpia.or.kr).

provided for the personal benefit of health care professionals (“HCPs”). The amended IFPMA Code further prohibits
all promotional aids related to prescription drugs, except for pens or notepads for note-taking purposes for

Yours sincerely,

attendees of academic/educational events; provided that such pens or notepads are not affixed with a specific
product name (a company name may be allowed to be indicated), of minimal value and only the necessary quantity
for the purpose of the event.
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We set forth below the relevant provisions of the amended IFPMA Code and FAQ.
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IFPMA Code FAQ
No.

1

3

194

Answer

(Section 7.5.1.1: Prohibition of Gifts)
“Social courtesy gift” has been included as
an example of gifts for the personal benefit
of health care professionals (“HCPs”) that
are prohibited. Please explain what “social
courtesy gift” means.

A social courtesy gift refers to a gift provided for social courtesy purposes,
which includes (i) a gift provided for congratulatory or consolatory
events such as weddings or funerals, (ii) a gift provided for one’s wedding
anniversary, birthday, promotion, transfer to another company, first
birthday of one’s child, or one’s 60th birthday, or (iii) a gift normally
provided to enhance ordinary interpersonal relations.
Section 7.5.1.1 of the IFPMA Code provides the examples of gifts for the
personal benefits that are prohibited, such as sporting or entertainment
tickets, electronics items, and social courtesy gifts. Given that the
relevant phrase includes “etc.” at the end, it appears that all items provided
to the personal satisfaction of HCPs are prohibited regardless of the
purpose and type of such gift.
In this connection, please note that IFPMA has been prohibiting gifts for
the personal benefit of HCPs since 2012 and included social courtesy gifts
as an additional item that is prohibited in the proposed amendment to the
IFPMA Code (based on the response to KRPIA dated July 8, 2018).

(Section 7.5.1.2: Promotional Aids)
Please explain what Q&A No. 14 (as elaborated
below) means.
Q: Section 7.5.1.2 prohibits promotional
aids for prescription-only medicines. Does
this also apply to the provision of pens
and notepads in the context of company
organized or third-party events?
A: No, pens and notepads can be provided to
HCPs in the context of company organized
or third-party events as long as they are
company branded only, of minimal value and
only the necessary quantity for the purpose
of the event are distributed. Examples of
banned promotional aids include sticky notes,
mouse pads, calendars, etc.

Given that the response in Q&A No. 14 generally refers to company
organized or third-party events, specific types of individual events would
not make any difference in determining whether or not promotional aids
can be provided.
Promotional aids for over-the-counter medicines may be provided as long
as they are of minimal economic value and quantity and relevant to the
practice of HCPs.
Providing promotional aids in relation to the promotion of prescriptiononly medicines is prohibited in principle. But, in events where promotional
aids are allowed to be provided under the Pharmaceutical Affairs Law
and the KRPIA Code (e.g., product presentations for multiple/individual
medical institutions, exhibit booths or academic/educational conferences
where medicinal and pharmaceutical information is provided), promotional
aids for prescription-only medicines, such as pens or notepads for notetaking purposes, can be provided for attendees if they are companybranded only and of minimal value and only the necessary quantity for the
purpose of the event.
Additionally, according to the response to KRPIA dated July 8, 2018, we
understand that IFPMA prohibits pens or notepads with a product name
thereon.

(Sections 7.5.1.1: Prohibition of Gifts and
7.5.1.2: Promotional Aids)
What about the souvenirs or promotional
aids that a company has already purchased?
Please advise if there are any ways to use
them.

The proposed amendment to the IFPMA Code requires its member
associations to incorporate the amended IFPMA Code into their codes by
no later than January 1, 2019.
As provided in the notice to KRPIA members, according to which each
member must comply with the amended IFPMA Code on souvenirs
and promotional aids effective as of January 1, 2019, the souvenirs and
promotional aids that are already purchased/produced can be used until
December 31, 2018. However, please note that they shall not be provided to
HSPs on and after January 1, 2019.

4

The IFPMA Code does not explicitly address the applicability to third
parties doing business with the members of its associations or whether
such members are required to request the third parties to comply with the
(Sections 7.5.1.1: Prohibition of Gifts and
IFPMA Code. However, given general principal-agent theory, it appears
7.5.1.2: Promotional Aids)
difficult to interpret that a third party acting on behalf of a company
Please explain whether a third-party
subject to the IFPMA Code is allowed to engage in activities prohibited
co-promoter is subject to the restriction on
under the IFPMA Code. To this end, the KRPIA BOD decided to require
promotional aids and souvenirs under the
member companies to comply with the restrictions and requirements
amended IFPMA Code.
pertaining to promotional aids and souvenirs as set forth under the
amended IFPMA Code in connection with their co-promoters during their
promotional activities for co-promoted products.
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Question
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B. IFPMA Note for Guidance on fees for services

Practical Guidance – additional points to consider for advisory boards
One example of a fee for service activity is advisory boards which are used by the pharmaceutical industry
when necessary to answer legitimate business questions to which the company does not already know the
answer.

IFPMA Note for Guidance on Fees for Services
Preamble
The purpose of this document is to provide additional interpretation and further guidance towards the
relevant provisions of the Code of Practice. This Note for Guidance is not binding by itself. It must be read
with the spirit of the Code in mind and always in accordance with applicable laws and regulations and other
applicable industry codes. IFPMA member companies and member associations are encouraged to take
into account the considerations given in this Note for Guidance when implementing the IFPMA Code of
Practice in their daily practice. The overall intention of this Note for Guidance is that the cooperation between
companies, HCPs and other stakeholders is always based on high ethical standards and clearly aims to
benefit patients.
Introduction
Pharmaceutical companies can compensate healthcare professionals and others for advice on subjects
relevant to their products or business. Payment of fees for services are covered in Article 7.4 of the IFPMA
Code of Practice including the requirement for a legitimate need for the service and that a written contract
be agreed in advance. Fees for services include many activities such as speaking at and/or chairing
meetings and events, involvement in medical/scientific studies, clinical trials or training services,
participation in advisory board meetings, participation in market research. If a fee for service is offered it
should be made clear that it is a payment for such work and advice. Fees for services must be
commensurate with the time and effort involved and the professional status of the recipients. Article 7.4 of
the IFPMA Code requires that compensation must be reasonable and reflect the fair market value of the
services provided. Account should be taken of the country of practice of each participant.
Practical Guidance – points to consider
The IFPMA considers that the following points are helpful to ensure that fee for service arrangements meet
the required standards and that the relevant information is available to those assessing proposals. The
points to consider reflect what information might be required in the event that a company has to respond to
a complaint.

Advisory board meetings must meet the requirements for meetings in Article 7 of the IFPMA Code including
that the meeting is held in an appropriate venue conducive to the business purpose of the meeting and that
hospitality is moderate and reasonable as judged by local standards.
To be considered a legitimate advisory board the choice and number of participants should stand up to
independent scrutiny; each participant should be chosen according to their expertise only, such that they
will be able to contribute meaningfully to the purpose and expected outcomes of the meeting. The number
of participants should be limited so as to allow active participation by all and should not be driven by the
invitees’ willingness to attend. The agenda should allow adequate time for discussion and must focus on
gaining advice. The number of meetings and the number of participants at each should be dictated by need
i.e. both should be strictly limited to no more than the number required to achieve the stated objective.
Multiple advisory boards on the same topic should be avoided unless a clear need can be demonstrated.
Companies should determine if and when advisory board meetings are required. Invitations to participate in
an advisory board meeting should state the purpose of the meeting, the expected advisory role and the
amount of work to be undertaken.
The content of advisory board meetings should relate solely to the matter in hand. Discussion of clinical data
about a particular medicine should only take place at an advisory board if such discussion is essential to
meet the stated objective. To do otherwise might risk the meeting being viewed as disguised promotion for
that medicine or promotion of an unlicensed medicine or indication.
A record of the meeting should be prepared, to include the meeting’s objectives, attendees and outcomes.
The meeting report and conclusions should only be shared with those who have a legitimate interest in the
outcomes of the advisory board.
In addition to the points above, the IFPMA considers that the following points are helpful to ensure that
advisory boards meet the required standards. The answers to the following questions should be ‘yes’:
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Is an advisory board the most appropriate way of obtaining the information?

9

Has the company wholly and solely determined its need for the advisory board?

Are the participants being paid no more than ‘fair market value’?

10

Is the number of delegates/meetings strictly limited to that required to answer the question?

2

If the product/indication is unlicensed, is the company confident that there is no promotion of that
medicine/indication?

11

Does every participant have the relevant expertise to contribute meaningfully to the purpose and
expected output of the meeting?

3

Are all those involved with the fee for service activity (staff, third parties, participants) clear on
the need for it and expected output?

12

Is the number of participants limited so as to allow active participation by all?

4

Are the arrangements (such as venue, refreshments, travel, and contract) appropriate?

13

Does the agenda allow adequate time for discussion? Is a significant majority of the time spent on
feedback from the participants?

5

Are there arrangements to manage any conflicts of interest?

14

6

Are the number of engagements and total compensation paid to an individual in one year
reasonable?

Does the invitation to participate clearly state the purpose of the meeting, the expected advisory
role and the amount of work to be undertaken?

15

Are intended presentations to participants relevant to their role in answering the business
question?
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Does the company have a legitimate unanswered business question?

8

1

The answers to the following questions should be ‘yes’:

1

7
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16

Could the information be obtained any other way?

17

Are the participants expected to do any preparatory work?

18

How were the participants selected?

19

Who from, or on behalf of, the company is attending? Can their attendance be justified? Do they
have a defined role and is the ratio of company employees/others to participants reasonable?

20

How are the outcomes documented? What use will be made of the conclusions/recommendations
report?

21

When advisory boards for the same medicine/therapy area have already taken place are there
clear reasons for another one?

22

What follow-up, if any, is to be undertaken with participants? If so, is this appropriate given the
non-promotional nature of advisory boards?

Date: May 1, 2018
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Companies should ensure that the following questions are also considered:
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C. IFPMA Notes for Guidance on Sponsorship of Events and Meetings and KRPIA
Notes Attachment No. 5





IFPMA Note for Guidance on Sponsorship of Events and Meetings
Preamble
The purpose of this document is to provide additional interpretation and further guidance towards the
relevant provisions of the Code of Practice. This Note for Guidance is not binding by itself. It must be read
with the spirit of the Code in mind and always in accordance with applicable laws and regulations and other
applicable industry codes. IFPMA member companies and member associations are encouraged to take
into account the considerations given in this Note for Guidance when implementing the IFPMA Code of
Practice in their daily practice. The overall intention of this Note for Guidance is that the cooperation between
companies, HCPs and other stakeholders is always based on high ethical standards and clearly aims to
benefit patients.

1. Criteria to consider when assessing the appropriateness of the Location of an Event
(non-exhaustive)






Introduction



The geographical location is in or near a city or town which is a recognized scientific or business
center and is easily accessible for the intended audience.
The location should aim to minimize travel for the attendees and take security considerations into
account.
The location should not be primarily known for its touristic or recreational offering;
The location and venue should not be the main attraction of the event or be perceived as such.
The time of the event should not coincide with local or internationally recognized sporting or cultural
events taking place in the same location, at the same time and preferably not just before or just after
the meeting.
The location is appropriate in respect to the geographical scope of the event (e.g. a European
congress should not take place outside of Europe).

Note: Capital cities and other large metropolitan cities considered to be commercial hubs are likely to
be reasonable and appropriate locations for meetings. The appropriateness of a location may be
assessed differently for strictly local events attended by local healthcare professionals as opposed to
regional or international events. The program for an event may justify a particular location if there are
valid and cogent reasons for that location such as the availability of relevant expertise, for example,
research facilities.

2. Criteria to consider when assessing the appropriateness of a Venue of an Event
(non-exhaustive)








The venue must be conducive to the scientific and educational purpose of the meeting.
The venue has the necessary business and technical facilities to accommodate the meeting and its
participants.
The meeting facilities including exhibition should only be accessible to the intended audience.
In the case of cities which are both major scientific or business centers and locations highly desirable
for tourists, it is important to select venues which are away from the main tourist spots.
The venue must not be renowned for its entertainment, sports, leisure or vacation facilities (e.g. golf
club, health spas, beach /river/ lake side locations or casino).
The venue provides safe & secure accommodation when considering the chosen location.
The venue must not be lavish even if the cost is low compared to other venues. (Rankings by the
tourism department of the country and/or the average ranking by travel agencies can help with this
assessment.)

The purpose of this document is to provide more information in relation to relevant requirements of the
IFPMA Code of Practice. In this respect, the guidance intends to:
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Advancing medical knowledge and improving global public health remains a priority for the International
Federation of Pharmaceutical Manufacturers and Associations (IFPMA) representing the research-based
pharmaceutical industry. Collaborations between healthcare professionals and the pharmaceutical industry
are essential and ensure that patients have access to the medicines they need and that healthcare
professionals have up-to-date comprehensive information about the diseases they treat and the medicines
they prescribe. IFPMA members remain committed to activities that provide scientific and educational
content to healthcare professionals and advance their medical knowledge and expertise.
These activities may take place through various means and media.
The IFPMA Code of Practice sets global standards for industry business practices and includes guiding
principles of ethical conduct and promotion as well as requirements for the promotion of medicines to health
professionals and interactions with healthcare professionals and other stakeholders. The pharmaceutical
industry provides various types of support for a wide range of local, national, and international meetings
including funding to assist in the medical education of healthcare professionals, provision of sponsorship
agreements to medical societies organizing events, hiring of exhibition space, support of speakers, etc.
Pharmaceutical companies are involved in the medical education through company specific meetings, and
also by supporting meetings organized by other parties. These activities are covered by Article 7 (Events
and Meetings) of the IFPMA Code. The reason for attending such meetings should be the educational value
and not other factors such as the location, venue, hospitality or timing of the meeting. The choice of location
and venue must be appropriate, conducive to the educational objectives and modest. In determining whether
to support an event consideration should be given to the educational program, overall cost, facilities offered
by the venue, justification for the location, nature of the audience, hospitality and for certain situations,
security arrangements. The overall impression given by all of the various arrangements should be kept in
mind. Pharmaceutical companies might find it helpful to clearly document the reasons as to why they decide
to support or run a meeting. Member Associations’ codes and member companies’ policies and procedures
are often even more prescriptive than the IFPMA Code in relation to arrangements for meetings.

assist all stakeholders, including pharmaceutical companies, member associations, other national
trade associations, medical societies, third party event organizers, etc., in the factors to consider
when determining whether locations and venues are appropriate, for meetings organized by
pharmaceutical companies or third parties such as medical societies and
provide direction for pharmaceutical companies in the process of assessing the appropriateness of
their own meetings and their involvement in supporting meetings organized by others, such as
medical societies, (e.g. by sponsorship of expert speakers, paying for healthcare professionals to
attend or other type of assistance such as providing a grant, renting exhibition space, etc.).
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3. Criteria to consider when deciding the company level support of an event organized by
a third party such as a medical society (non-exhaustive):

4. Other criteria to consider – Official meeting materials and websites
The description of the meeting is often an indicator of whether the location/venue and other
arrangements are appropriate. Language about the event being located at “world renowned resort” with
“beautiful beaches nearby” or other similar language is an indicator that the prime purpose may not be
educational and the location/venue may not be appropriate. The following questions should be
considered:

The principles below apply to all third party organizers (e.g. medical society, groups of pharmacies or
physicians).
It is not for IFPMA to decide whether third parties can organize events for their members and other
healthcare professionals that include entertainment, and/or take place in sumptuous locations known
for leisure facilities, and/or do not have credible scientific program.
If, however, pharmaceutical companies consider providing a financial contribution whatever the format
(e.g. supporting healthcare professionals’ participation, supporting the organization of the event, renting
a booth), the following questions should be considered.






a. Scientific Program (Article 7.1.1 of the IFPMA Code)
If the answer to any of the questions below is ‘no’, then pharmaceutical companies should obtain
further information or suggest amendments before agreeing to any involvement with the meeting.




Is the scientific program available on the event organizer’s website in advance of the
meeting?
Does the scientific program cover the whole duration of the event with content generally
filling the business hours each day?
Is the program content scientifically grounded and adapted to the targeted audience?

In addition, information on the proposed venue’s website may give a further indication of the suitability
of the location/venue.

Existing Tools and Resources
In addition to the IFPMA Code, national and company codes, there are a number of existing tools and
resources to assist companies in deciding whether or not to support a specific event.

b. Entertainment, leisure activities, meals (Articles 7.1.5 and 7.1.6 of the IFPMA Code)
If the answer to any of the questions below is ‘yes’, then pharmaceutical companies should obtain
further information or suggest amendments before agreeing to any involvement with the meeting.






Is the focus purely on the educational merit of the meeting or does it promote tourism or hospitality
as one of its attractions?
Are pre- or post-event activities mentioned?
Are there references to personal services provided to attendees?
Who is mentioned as a supporter of the event? Is it medical societies, or similar, or the local tourist
board, etc.?






Is any entertainment (such as sightseeing tours or leisure activities) organized in connection
with the event before, during or after it? Is there unreasonable or frequent traveling for meals
during the event? If there is leisure activity, is it planned in the day time during the congress?
Are meals arranged in tourist or heritage/cultural attractions?
Are any of the descriptions on the program such that they appear to be excessive (e.g.
champagne reception, gala dinner, etc.)?
Is there an expectation that sponsoring companies fund such activities?
If there is leisure activity, are they self-funded by the participants?

EFPIA’s e4ethics platform – http://www.efpia-e4ethics.eu
MedTech Congress Assessment Platform – http://www.ethicalmedtech.eu/
Farmaindustria Congress Assessment Platform – http://www.codigofarmaindustria.org
IPCAA Congress Healthcare Guidelines – www.ipcaa.org

c. Accompanying Persons (Article 7.3 of the IFPMA Code)
If the answer to any of the questions below is ‘no’, then pharmaceutical companies should obtain
further information or suggest amendments before agreeing to any involvement with the meeting.
If the program mentions accompanying persons/guests of the healthcare professional attendees,
consider the following:
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Are they required to pay the full costs incurred by their participation (that is not subsidized
by the pharmaceutical industry in any way)?
Are healthcare professionals expected to participate in the meeting rather than encouraged
to join any program for accompanying persons?
Is it clear that attendees are not being encouraged to arrive before the meeting starts or
stay on after it ends?

4. IFPMA Code of Practice and Guideline

D. KRPIA Venue Guideline & FAQ
KRPIA Member Company-hosted Meeting Venue Guideline

KRPIA 2019

KRPIA Venue Guideline Q&A
No.

1

A six-star rating is not legally defined or given by a certified agency;
therefore, standards to identify such classification are generally
By which standards can so-called six-star hotels based on the content of the advertisement by the hotel concerned.
be classified?
The KRPIA recommends that member companies not hold events
in a hotel that is commonly recognized as a six-star hotel even if the
said hotel does not advertise itself as one.
It should be located within an area where most of the participants work or reside.

What does “most of the participants” mean?

3

What is the scope of an “area”?

It means Seoul, metropolitan cities, special self-government city,
and Si or Gun in Do.

4

What if most of the participants work or reside
In such a case, the event may be held in an appropriate place located
in a particular Gun and there are no appropriate
in an adjacent Gun or Si.
places to hold an event within the same Gun?

“Appropriate venues in accordance with the purpose of such activities” shall mean a venue that satisfies all of the
following requirements:

5

What if there are multiple areas which have the
In such a case, the venue may be selected from one of those areas.
highest proportion of participants?

6

Would it be in violation of the Code to host an
event in a place, which, although is not in an area
in which most of the participants work of reside,
is neither a six-star hotel nor a place with a hot
spring or a beach, nor a resort, but is far superior,
due to its high accessibility, to hosting the event in
any other area in terms of cost and time?

1. It should not be an excessively extravagant hotel (e.g., so-called six-star hotels) or a luxurious facility equivalent
thereto;

IFPMA Code of Practice and Guideline

2. It should be located within an area where most of the participants work or reside; and
3. It should neither be a resort nor a venue located in a place that is commonly recognized as having tourism,
entertainment or amusement as its main purpose.
In other words, it should neither be a place with a hot spring or a beach, nor be a place with subsidiary facilities
such as golf or ski resorts, casinos (which allow entry of Korean nationals) or water parks, etc., provided that such
places are allowed if there are no other appropriate places within the area where most of the participants work or
reside.

204

Since this Guideline provides that, in selecting an area, it must be
within an area where most of the participants work or reside, such
a case, as a general rule, cannot be deemed in compliance with the
same guideline. In case of resonable grounds, it is requried to upload
a copy of statement and reason at the E-Reporging system. Also, it
will be regularly reviewed by KRPIA CDC.

It should neither be a resort nor a place that is commonly recognized as having tourism,
entertainment or amusement as its main purpose.
In other words, it should neither be a place with a hot spring or a beach, nor be a place with subsidiary facilities such as golf or
ski resorts, casinos (which allow entry of Korean nationals) or water parks, etc., provided that such places are allowed if there
are no other appropriate places within the area where most of the participants work or reside.
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2

Since “most” normally refers to an amount or quantity close to the
whole, it would be reasonable to interpret the phrase as equal to or
more than 50%. Therefore, it is recommended that, as a general
rule, events be held in areas where 50% or more of the participants
work or reside; provided, however, that in cases where there are no
areas where 50% or more of the participants work or reside due to
the nature of the event, such as one aimed at participants from many
different areas across the nation, such events, as an exception, may
be hosted in areas which has the highest proportion of participants.

2. Venue Guideline
Pursuant to Article 2 of the Code, member companies shall endeavor to provide scientific and educational
information on pharmaceutical products to healthcare professionals (“HCPs”) and maximize the benefit
of patients, and such activities shall be conducted in appropriate venues in accordance with the purpose
thereof. Pursuant to the provisions under Article 10 of the Code, member companies shall conduct product
presentations in “appropriate venues in accordance with the purpose of such activities.” The KRPIA Code
Deliberation Committee (“CDC”) recommends member companies, in hosting product presentations, to make
active use of conference facilities located within medical institutions or conference facilities which can be used
for public purposes, in response to public expectations concerning the improvement of ethicality in relations
between pharmaceutical companies and HCPs. Furthermore, the CDC approves this Guideline as the minimum
requirement to be considered as “appropriate venues in accordance with the purpose of such activities” as
prescribed in the Code.

Answer

It should not be an excessively extravagant hotel (e.g., so-called six-star hotels) or a luxurious facility equivalent thereto.

1. Background and Purpose of the Guideline
The Code of Fair Competition in Pharmaceutical Trade (“Code”) Article 2, Paragraph 3 provides that “Member
companies’ activities shall be conducted in appropriate venues in accordance with the purpose of such
activities”; however, the Code does not provide details on the venues of member companies’ activities described
under Articles 6 through 15 of the Code. On the other hand, the amended IFPMA Code of Practice, which came
into force on September 1, 2012, prohibits member companies from hosting events at “renowned or extravagant
venues” and recommends that the KRPIA provide written guidance thereon. Accordingly, the KRPIA EBP
Committee has continued discussions on this matter from 2012 and has prepared the following Venue Guideline
based thereon.

Questions
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No.

Answer

7

The standard and scope of places commonly recognized as having
tourism, entertainment or amusement as its main purpose, which
What constitutes a place commonly recognized as
are not appropriate venues for member companies to hold events in,
having tourism, entertainment or amusement as
should be the subject of further discussions; as of now, such places
its main purpose?
shall mean a place in which a hot spring (as defined under the Hot
Spring Act) or a beach is located.

8

What is a resort?

9

10

1) If the area where most of the participants work or reside in has
either a hot spring or a beach (e.g., Busan Metropolitan City), it
is recommended that an event be held in that area (i.e., Busan
Metropolitan City), but not in an administrative sub-district where a
hot spring or beach is located (e.g., Haeundae-Gu); provided, however,
that an event may be held in the administrative sub-district where a
hot spring or beach is located (e.g., Busanjin-Gu), only in the case it is
impossible, due to reservation and/or occupancy issues, to host the
What is meant by “such places are allowed if there
event in an administrative sub-district where a hot spring or beach
are no other appropriate places within the area
is not located. In such a case, it is recommended that the member
where most of the participants work or reside?”
company prepare supporting evidence to verify such circumstances.
2) In the case most of the participants work or reside in an area, in
which there are no places other than a resort where an event may
be held, or in the case most of the participants work or reside in an
area in which there is a place which is not a resort but due to the
reservation status and/or limitations in occupancy the event is held
at a resort, it is recommended that the member company prepare
supporting evidence to verify such circumstances..
Although it is within the area where most of the participants work or
reside, Haeundae-Gu is a place with a beach, therefore it would only
Is it possible to hold an event aimed at HCPs from
be possible to hold an event there if there were no other appropriate
Busan in Haeundae-Gu?
places to hold such event. The same is recommended for In-Cheon
Metropolitan City and Jeju Island.

11

12

Because the concept of “a place with a beach” is a geological one, the
concept would be unaffected by the open season of the beach, and
Does the term “beach” as prescribed in the therefore the term includes unopened beaches. The places could be
Guideline include an unopened beach?
recognized as having tourism, entertainment or amusement even
though their off seasons. Case by case review by each comapny is
required for further inquries.

Questions

Answer

13

This Guideline provides the requirements pertaining to the selection
of an event venue only; therefore, selecting a venue in accordance
Can accommodation be provided to participants with this Guideline is irrelevant to whether accommodation
if the venue of an event is selected in accordance can be provided to participants at such a venue. Provision of
with this Guideline?
accommodation should be decided on a case-by-case basis
depending on whether such provision is inevitable to participating in
the event.

14

In the case a member company selects a venue not in compliance
Is prior reporting impossible in the case of
with this Guideline, it can, during its prior reporting, write up
selecting a venue not in compliance with this
unavoidable reasons for selecting such venue on the e-reporting
Guideline?
system and enter the name of such venue.

15

What if the requirements of this Guideline are not
met ex post facto after an event is held, due to a
difference in the expected and actual numbers of
participants?

Member companies are required to make best endeavors to prevent
such an event where the requirements of this Guideline are not met
by considering the actual number of participants present at past
events. If such an event occurs, an explanatory statement signed by
the Medical Director, BU Head or General Manger should be submitted
to the KRPIA.

16

According to Greenbook Q&A, whether a member
company may hold a product presentation, which
is neither a satellite symposium nor luncheon
symposium, one day before the opening of an
academic conference or on the day of its closing
is not definitively prohibited, but rather should
be the subject of legal review on a case-by-case
basis concerning the requirements and legality
of the respective product presentation. In such
a case, when conducting legal review on a caseby-case basis concerning the requirements
and legality of a specific product presentation,
should the Venue Guideline’s requirement of
“an area where the most of participants work or
reside” be strictly complied with? Can the case of
holding a product presentation in an area where
HCPs are already congressed for an academic
conference be an exception to the requirement?
(For example, if there is an academic conference
held by an academic society aiming HCPs from
across the nation, would it be possible to hold a
product presentation without lodge (i.e., meal
provision only and no provision of lodge and/
or transportation fees) near the venue of such
conference the evening before the day of the
academic conference?)

From the enforcement date of this Guideline, it is recommended
that member companies follow this Guideline in selecting a venue,
even in the case of holding product presentations which are neither
a satellite symposium nor a luncheon symposium one day before the
opening of an academic conference or on the day or its closing.

Irrespective of the name used, a resort is a place with subsidiary
facilities such as golf or ski resorts, casinos (which allow entry of
Korean nationals) or water parks.

Although Haeundae-Gu is a place with a beach, if the event were
aimed at HCPs from Haeundae-Gu, it would be inappropriate to
Is it possible to hold an event aimed at HCPs from
hold an event in a place other than Haeundae-Gu. Therefore, in the
Haeundae-Gu in Haeundae-Gu?
case where 50% or more participants are from Haeundae-Gu, it is
recommended that the event be held in Haeundae-Gu.
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