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Dear Colleagues,

As the world's second-largest market for
pharmaceuticals, China has made significant
strides in improving its health care system and
regulating the pharmaceutical industry in the
last decade. The Chinese government has
formulated “Healthy China 2030” as the
nation’ s strategy, to recognize healthcare
and disease prevention for the development of
China.

Concurrently, RDPAC member companies,
upholding the highest ethical standards of
our respective company code of ethics, are
committed to the improvement in quality of
life of all Chinese patients. We, therefore, are
adopting and fully complying with The RDPAC
Code of Practice (2019), which incorporated
the updates of the revised IFPMA guidance
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2019 on critical areas of interaction with
healthcare professionals and the broader
healthcare community in line with ever-changing
environment and expectations of the society.

| trust that all RDPAC members will hold
ourselves individually and collectively
accountable for the full compliance and
implementation of the Code. | trust that all of
us would continue to consistently convey this
commitment throughout our organizations. |
trust that our members will always operate in a
compliant and transparent manner for the well-
being of the Chinese patients. Fundamentally,
prescription decisions are made on an ethical
and patient-focused bases.

| count on your concrete actions!

Jean-Christophe Pointeau
Chaivrmon , RDPAC

1 January 2019
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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.

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 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.
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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.

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
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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 | am sure more
needs to be done. But we will never stop

trying to improve.

Thomas Cueni

Durector General , IFPMA




10 | RDPAC 17179

RDPAC Code of Practice | 11

IFPMA #Zi0 B
RDPAC 1717706

B—% BESENX
1.1 BE
1.2 EX

FoF EFEDXREDHE
FEREU

2.1 BFEMEHIEA R
2.2 EFERMESIERE

F=F GREBLHIFIZAE
HEERARELRITANER
SEEZIMERL M

FOF W E20RE
4.1 BRESH—EMHE
4.2 HERIMFIRS

4.3 S23F

BRE ENRIET #%

FAF BFREMH, 815
BHiR#m
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Article 2 Basis of Medical

Interaction Programs
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Article 3 Pre-Approval

Communications and Off-Label Use
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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.

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 Ethos underpins the rules of the IFPMA Code
of Practice and provides a framework to behave with

integrity no matter how testing the circumstances.

Cove

Protect the safety of those who use our
products — from the conduct of clinical
trials and throughout the product life
cycle.

Innovation

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

Quality

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

Howesty

Support and respect fair trade practices
and open competition.

Speaking Up

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

Transparency

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

Our Ethos - Building a cultuwwe of frust

Trust

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.

Foirwess
Support and respect fair trade practices
and open competition.

Integrity

Act responsibly, ethically, and profession-
ally. 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 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 informa-
tion.

Education

Support the advancement of the scientific
and medical education for the ultimate
benefits of patients.
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Article 1
Scope and Definitions

1.1 Scope

The RDPAC Code of Practice (hereinafter also the
“RDPAC Code” ) covers medical interactions with
healthcare professionals, medical institutions, and

the promotion of pharmaceutical products.
Annotation 1-5:

1. The RDPAC Code applies to RDPAC’ s member
companies. Pharmaceutical companies that are not
members of RDPAC fall outside the reach of the RDPAC
Code. RDPAC encourages such companies — and other
organizations marketing healthcare products or services to
healthcare professionals, or those having interactions with
healthcare professionals, medical institutions - to follow
ethical standards for promotion and interactions, similar to

those set forth in the RDPAC Code.

It should be noted though that all relevant company employees
are covered by the Code, as well as subcontractors that carry
out tasks on behalf of the company, such as consultants,

contracted sales representatives or PR agents.

2. This Code specifically does not seek to regulate the following

activities:
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* Promotion of prescription only pharmaceutical products

directly to the general public (i.e. direct to consumer

advertising);

* Promotion of self-medication products that are provided

“over the-counter” (OTC) directly to consumers without

prescription;

* Pricing or other trade terms for the supply of pharmaceutical

products, including promotion and marketing of

pharmaceutical products to commercial customers;

* Certain types of non-promotional information or activities; and

* Promotion of medical devices.

3. Examples of non-promotional information that are not

covered by the Code include 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.

. The RDPAC Code applies to the promotion of over-the-

counter (OTC) products directed towards healthcare
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professionals. However, the promotion of OTC products to

consumers falls outside the scope of this Code.

5. The RDPAC Code applies to the promotion and marketing
of pharmaceutical products to commercial customers
who are also practicing healthcare professionals, such as
a pharmacist who operates his/her own practice. In any
dealings with such a customer, companies should respect
the customer’ s role as a healthcare professional and, if
applicable, comply with the requirements of the RDPAC

Code.

RDPAC encourages competition among companies,
and the RDPAC Code does not restrain or
regulate commercial trade terms for the supply of

pharmaceutical products, to customers.

1.2 Definitions

For the purposes of the RDPAC Code:

e “pharmaceutical product” means, as set forth
in Article 100 of the Drug Administration Law,
any articles intended for use in the prevention,
treatment or diagnosis of human diseases,
or intended to effect the purposive regulation
of human physiological functions, for which
indications or major functions, usage and dosage
are prescribed. They include raw traditional

Chinese medicinal materials, traditional medicines
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prepared in ready-to-use forms, and other
prepared Chinese medicines, medicinal chemicals
and their preparations, antibiotics, biochemical
medicines, radioactive drugs, serums, vaccines,

blood products, diagnostic aids, etc.

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

communications, including the internet.

“healthcare professional” 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, or administer a

pharmaceutical product.

“medical institution” means typically an
organization that is comprised of healthcare
professionals and/or that provides healthcare or

conducts healthcare research.

“medical interaction” or “medical interaction
programs” means events through which member

companies provide, receive or exchange medical
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and/or scientific information to, from or with
medical institutions, academic associations or

healthcare professionals.

“member company” means any R&D-based
pharmaceutical company lawfully established or
incorporated outside of China with substantial
investment or operational interests in China that
became a member of RDPAC, including a foreign-
invested enterprise or other legal entity registered

in China by such an overseas R&D-based

pharmaceutical company.
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Article 2
Basis of Medical
Interaction Programs

2.1 Basis of Medical Interaction
Programs

Medical interaction programs that member companies
conduct in relation to healthcare professionals and
other stakeholders are intended to benefit patients
and to enhance the practice of medicine. Medical
interaction programs should be focused on informing
healthcare professionals about medicines, providing
scientific and educational information and supporting

medical research and education.

2.2 Transparency of Medical
Interaction Programs

Member companies are committed to improving the
transparency of medical interaction programs in relation
to medical institutions, relevant academic associations
and healthcare professionals through appropriate
disclosure of these programs on a legitimate basis, so
as to earn more trust from regulatory bodies and the
general public with regard to member companies and

the industry as a whole.
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Material relating to pharmaceutical products and their
uses, whether promotional in nature or not, which is
sponsored by a member company, should clearly

indicate by whom it has been sponsored.

Medical interaction programs hosted or sponsored by
member companies, whether promotional in nature
or not, should clearly indicate by whom it has been
hosted or sponsored, through agenda, banner, poster
or other effective measures, under the premise that
such disclosure will not breach laws and regulations.
Academic activities should not in any way be concealed
or disguised by member companies. If a member
company sponsors medical interaction programs
organized by a third party, the above disclosure should
be made subject to the knowledge and consent of the

organizer.

Member companies should have a comprehensive
internal recording and filing mechanism to accurately
document, with reasonable and clear classifications,
expenditures and benefits provided to healthcare
professionals that are associated with medical interaction
programs. The classifications of expenditures may
include, without limitation, donation, grant, sponsorship,
meeting expenses, speaker fees, consultancy fees, etc.
There should be clear separation between expenditures
associated with interaction with medical institutions and

healthcare professionals and those for internal expenses
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for employees.

Medical interaction programs should be premised
on the informed consent of healthcare professionals.
In particular, for online interactions through push
email, social media, etc., the informed consent and
appropriate authorization should be obtained prior to the

commencement of relevant activities.

Annotation 6:

6. Where a company finances or otherwise secures or
arranges the publication of promotional material in
qualified paper or electronic media, such promotional

material must not resemble independent editorial matter.

Article 3
Pre-Approval
Communications and
Off-Label Use

No pharmaceutical product shall be promoted for use
in China until the requisite approval for marketing for

such use has been given by the NMPA.

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
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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 any applicable laws,

regulations, codes, or rules.

Annotation 7:

7. Pre-approval or off-label communication with
healthcare professionals, whether in verbal or
written form, should be conducted by or under the

supervision of medical experts of the Companies.

The prohibition of pre-approval promotion does
not prevent compassionate use programs which
must of course comply with all applicable laws,
regulations and administrative rules. 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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Article 4
Standards of
Promotional Information

4.1 Consistency of Product
Information

Promotion should not be inconsistent with
pharmaceutical product information approved by the
NMPA. Respecting the requirement that promotion
should be consistent with the label and approved
uses by the NMPA, Chinese healthcare professionals
should have access to similar data to those being
authorized for communication in other countries of

the world.
Annotation 8:

8. Where necessary or appropriate within the context of
Chinese regulatory requirements, companies should
provide the same core product information (such as
contraindications, warnings, precautions, side effects and

dosage) as it provides in other countries.

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
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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.

Annotation 9:

9. 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 regulations or
administrative rules, 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.

4.3 Substantiation

Promotion should be capable of substantiation either

by reference to the approved labeling or by scientific
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evidence. Such evidence should be made available
on request to healthcare professionals. 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.

Annotation 10:

10. Any comparison made between different pharmaceutical
products should be based on relevant and
comparable aspects of the products and be capable of
substantiation. Comparative claims, where possible,

should not be misleading.
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Article 5
Printed Promotional
Materials

Subject to additional requirements under the
Chinese laws and regulations, all printed promotional

materials must be legible and include:

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

name);

(b) the active ingredients, using approved names

where they exist;

(c) the name and address of the pharmaceutical
company or its agent responsible for marketing

the product;
(d) date of production of the material;

(e) “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.
Annotation 11:

11. Reprints of scientific and medical articles, when used
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as standalone documents, are not developed by
pharmaceutical companies and as such cannot be
considered as promotional materials. If, however, they
are proactively presented to a healthcare professional
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.

Article 6
Electronic Materials,
including Audiovisuals

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

related websites:

(a) the identity of the pharmaceutical company and of

the intended audience should be readily apparent;
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(b) the content should be appropriate for the intended

audience;

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

audience; and

(d) information specific to China should comply with

all the Chinese laws and regulations.

Article 7

Medical Interaction
Programs with
Healthcare
Professionals

7.1 Medical Interaction Programs

7.1.1 Medical Interaction Programs Involving

Foreign Travel

No company may organize or sponsor a medical
interaction program for healthcare professionals
(including sponsoring individuals to attend such a
medical interaction program as described in Article
7.2) that takes place outside of their home country

unless the principles and requirements set by
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the IFPMA Code of Practice 2019, as well as the
IFPMA Note for Guidance on Sponsorship of Events
and Meetings (hereinafter “IFPMA Guidance on

Sponsorship”) are satisfied.

Annotation12:

12. A company can only organize medical interaction

programs involving foreign travel if it is justified, i.e.:

(a) A significant proportion of the invited healthcare
professionals are from outside of their home
country, and it makes greater logistical or security

sense to hold the event in such other country; or

(b) The relevant resource or expertise that is the
object or subject matter of the event is located
outside of the healthcare professional’s home

country.

Under the RDPAC Code, the home country of a
healthcare professional is the country in which he/

she practices.

Also, Companies should refer to the Criteria set
by the IFPMA Guidance on Sponsorship when
assessing the appropriateness of the Location of
a medical interaction program, or the Venue of
a medical interaction program, or when deciding

whether to support a medical interaction program
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organized by a third party such as a medical society,
or when reviewing the Official meeting materials and
websites of a medical interaction program. For details
see IFPMA Guidance on Sponsorship in Appendix
| of this Code, or refer to the Guidance posted and
updated on IFPMA Website Ohttps://www.ifpma.org/

resources/publications/i.

7.1.2 Promotional Information at Medical

Interaction Programs

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 meeting 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 meeting with a significant proportion of
the speakers and attendees from countries other

than the country where the meeting takes place;

¢ Promotional material (excluding promotional aids

as described in Article 7.5.2) for a pharmaceutical
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AR 13

product not registered in the country of the meeting
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 meeting takes place but where the product
is also registered, should be accompanied by an
explanatory statement indicating that registration

conditions differ internationally.

7.1.3 Appropriate Venue and Accommodation

All medical interaction programs must be held
in an appropriate venue that is conducive to the
scientific or educational objectives and the purpose
of the medical interaction program. Companies
must avoid using renowned or extravagant venues.
The additional requirements set forth in Article 7
of this Code, as well as the IFPMA Guidance on

Sponsorship also apply accordingly.

Annotation 13:

13. Member companies should select meeting venues

discreetly to minimize travel and avoid public
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perception of extravagance. Theme-
venues associated with leisure activities,
such as spa, hot spring, holiday resort, ski,
golf, gambling, cruise ships, etc., should
be avoided. For details of other principles
and requirements see IFPMA Guidance on
Sponsorship in Appendix | of this Code, or
refer to the Guidance posted and updated
on IFPMA Website (https://www.ifpma.org/

resources/publications/).

Member companies may provide/pay for
transportations that are appropriate for
the meeting destination, but should avoid
transportation services that may have public

perception of extravagance.

In addition to the above, member companies
are allowed to cover room charges, including
taxes, appropriate meals and refreshments
within Code limit, and reasonable internet
service, but not incidentals such as personal
bar bills, movies, laundry, telephone and
other business services. Travel costs may
include ground transportation, taxes and
travel insurance for the meeting participant.
Also when issuing tickets to healthcare
professionals, it has to be ensured that they

are not misused.
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7.1.4 Limits

Hospitalities incidental to the main purpose of the

medical interaction program can only be provided:

e exclusively to participants of the medical
interaction program. Member companies should
not pay for any costs associated with individuals
accompanying invited healthcare professionals;

and

* if they are moderate and reasonable as judged by
local standards. As a general rule, the hospitality
provided should not exceed what participants

would normally pay for themselves.

The hospitality incidental to the medical interaction
program should be limited to: (1) venue and
accommodation, (2) transportation, (3) meals and

refreshments.

Hospitality Period

The hospitality should be appropriate and consistent
with the period of the medical interaction program,
i.e., any hospitality which apparently is unreasonably
earlier or later than the program period cannot be

provided or paid by member companies.

Prohibition of Allowance
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Member companies are not allowed to bear or pay
any allowance (such as per diem) to healthcare
professionals, both speakers and attendees, for their
attendance of a medical interaction program, or to
bear or pay any compensation for their travel time or

lost working hours.

Annotation 14:

14. “Moderate and reasonable” hereunder should be
interpreted as not more than three hundred (300) RMB
per person per meal, with exceptions for rare occasions
which must be supported by appropriate approval
and justification by the GM or GM-delegate(s) of the

company.

7.1.5 Entertainment

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

companies.

Annotation 15:

15. Companies are prohibited, with no exceptions, from
providing entertainment, leisure and social activities to
healthcare professionals and other stakeholders. When
a member company organizes a medical interaction
program, reasonable meals and refreshments incidental

to the main purpose of the program may be provided.
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Besides, companies may conduct medical interactions
with healthcare professionals on medical, scientific and
educational topics in the form of working meals. 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. However, if there is
background music or a local performance at the venue
where the event is taking place, which is not paid for by

a member company, this may be permitted.
Annotation 16:

16. A member company should not organize lucky draw in
any promotional activities or pay for prizes in any lucky
draw organized by third parties. Promotional aids may
be provided as prize for on-site Q&A contests during
the promotional activities, subject to the provisions on

promotional aids set by the Code.

7.2 Sponsorship

Member companies may sponsor healthcare
professionals to attend medical interaction programs
provided such sponsorship is in accordance with the

following requirements:

(a) The medical interaction program complies with

the requirements in this Code as described in 7.1;

(b) Sponsorship to healthcare professionals is limited
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to the payment of travel, meals, accommodation

and registration fees;

(c) No payments are made to compensate healthcare
professionals for time spent in attending the

program;

(d) Under no circumstance should a Company make
any payment or transfer any sponsorship fund
directly to a healthcare professional or a hospital

department; and

(e) Any sponsorship provided to individual healthcare
professionals must not be conditional upon an
obligation to prescribe, recommend, purchase,
supply, administer or promote any pharmaceutical

product.

7.3 Fees for Services

Healthcare professionals are typically engaged as

consultants and advisors for services such as:

e Lecturing at and/or chairing of medical interaction

programs;

¢ involvement in medical/scientific studies, clinical

trials or training services;

¢ Consulting in advisory board meetings.
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The arrangements which cover these genuine
services must, to the extent relevant to the particular

arrangement, fulfill all the following criteria:

Contracting of Legitimate Services

(a) The legitimate need for the services must be

clearly identified and documented in advance.

(b) A written contract or agreement must be in place
prior to commencement of the services, specifying
the nature of the services to be provided and the

basis for payment of those services.

Selection and Governance of Consultants

(c) The number of consultants retained must not be
greater than the number reasonably necessary to

achieve the identified need.

(d) The selection of consultants must be exclusively
based on objective criteria, including but not
limited to education, knowledge, expertise
and experience in a particular therapeutic
area, etc., which shall be directly related to the
established need for the service. The selection
of any consultant must be validated prior to
commencement of the service by departments,
which are fully independent of the medical

representatives’ function, and with sufficient
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expertise according to the established need for

the service.

Fair Market Value and Compensation Governance

(e

()

(9

) Any compensation or reimbursement made to a
healthcare professional in conjunction with any
service should be reasonable and based on fair

market value.

Additionally, each company must establish caps
on HCPs’ fee-for-service. These caps could be
in the form of number of services per HCP per
year, total compensation for services per HCP per
year, total number of services by company per

year, etc.

) The following limitation applies specifically to
lecturing, which should occur only after company-
provided speaker training: in general, any fee-
for-service, where the speaker and all participants
come from the same department of a hospital, is

forbidden.

Prohibitions of Note

The hiring of any HCP must not be an inducement
to prescribe, recommend, purchase, supply, and/or

administer any medicine.
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* Collection of prescribing data is not a legitimate

service warranting compensation to HCPs.

e Payments of fee-for-service cannot be made in

cash or with cash equivalents.

Annotation 17:

17. When a healthcare professional is employed by a
company to speak at a meeting, the company may
reimburse the healthcare professional his/her out of
pocket expenses including travel and accommodation

as part of the compensation arrangements.

IFPMA provides Note for Guidance on Fees for
Services, please find this Guidance posted and updated
on IFPMA Website (https://www.ifpma.org/resources/

publications/).

The above restrictions on cash payments and
contracting requirements are not applicable to certain
market research projects that are led by independent
Market Research Department/function of the member
company. Those market research projects shall follow
the code of conduct for the market research industry
(ICC/ESOMAR INTERNATIONAL CODE ON MARKET

AND SOCIAL RESEARCH.
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7.4 Gifts and Other Iltems

Iltems in this Article, where permissible, must never
constitute an inducement to prescribe, recommend
purchase, supply, sell or administer a pharmaceutical

product.

7.4.1 Prohibition of Gifts

Gifts for the personal benefit (such as sporting or
entertainment tickets, 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.

7.4.2 Promotional Aids

A promotional aid is a non-monetary item given
for a promotional purpose (which does not include

promotional materials as defined in art. 5 and 6).

Providing or offering them to HCPs in relation to
the promotion of prescription-only medicines is

prohibited.

Pens and notepads can be provided to HCPs in the

context of company organized or third-party events
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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.

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 healthcare professional.

“Minimal value” hereunder should be interpreted as
not more than one hundred (100) RMB in value per

item.

7.4.3 ltems of Medical Utility to Enhance the

Provision of Medical Services and Patient Care

Iltems 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.

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
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name, but must not be product branded, unless the
product’s name is essential for the correct use of the

item by the patient.

ltems such as stethoscopes, surgical gloves, blood
pressure monitors and needles are examples of
routine business expenses, and they are expected
to be supplied by the HCPs themselves or their

employers.

Value cannot exceed five hundred (500) RMB per

item.

7.4.4 Informational & 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.

Informational and educational items provided to
HCPs for patient use 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.
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The value of books and subscriptions must be
reasonable. Other informational or educational items

must be of modest value.

Article 8
Samples

8.1 Samples

In accordance with Chinese laws and regulations,
in order to enhance patient care, samples of a
pharmaceutical product with a limited quantity should
be supplied directly to medical institutions for the
purpose of familiarization of healthcare professionals
with the product, and should be delivered through
a qualified 3rd party. Samples should be marked
as such so that they cannot be resold or otherwise

misused.

8.2 Control and Accountability

Companies should have adequate systems of control
and accountability for samples provided to healthcare
professionals through medical institutions including

distribution, delivery and acceptance of samples.
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Article 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
protections 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) and the Joint Position on the
Publication of Clinical Trial Results in the Scientific
Literature (2010) 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).
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9.2 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.

Annotation 18:

18. Clinical assessments, post-marketing
surveillance, experience programs and post-
authorization studies (collectively "Studies")
must be conducted for scientific or educational
purpose and not as a disguised form of
promotion. When sample size is required for
the power calculation in the Studies, the sample
size should be planned appropriately to achieve
the Study objectives, and should not unduly
exceed the number that is calculated to allow
statistical power for the primary endpoint(s).
Fees paid to healthcare professionals must be
reasonable and commensurate with the effort

made by the healthcare professionals.
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Article 10
Interaction with Medical
Institutions

In general, member company may provide financial
support to medical institutions in accordance with the

following requirements:

(a) The recipient should be a reputable organization,
not an individual or a department/section of the

medical institution);

(b) There should be a clearly identified, legitimate

purpose for the financial support;

(c) A written agreement is required to be in place
between the two parties to enhance the
transparency of fund transfer and documentations,
and to further ensure the fund will be used for the

agreed purpose;

(d) The support shall be paid directly to the

organization receiving the support ; and

(e) Due diligence is highly recommended before such

support is provided.

10.1 Grants
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(d)

Member companies may give financial support to
medical institutions to support their independent
activities, including but not limit to medical education

activities, scientific research etc.

The purpose of Grant should be to help healthcare
professionals obtain the most accurate medical
information and insights on therapeutic areas
and related interventions, which are critical to the
improvement of patient care, enhancement of
healthcare professionals’ medical knowledge and

overall enhancement of the healthcare system.

Member companies may give financial support to
medical/health institution to support their independent
medical education activities or scientific research,

subject to the following requirements:

(a) Objectives and expected results of such activity/
project should be clearly defined in the agreement

to be entered into by both parties;

(b) Member Companies should not receive any
direct benefit in return, such as services, naming
right, etc. . A mere recognition for such support,
such as disclosing the company’ s identity
or displaying the company’ s logo in a non-
promotional context will not be considered as a

benefit in return.
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(c) Such activity/project should comply with the
requirements described in Section 7.1 of this

Code ;

(d) Member Companies shall establish a robust
review process to review and approve each
Grant, e.g. establishing a committee consisting of
members from various functions, including Medial

and Legal/Compliance.

Business functions must not lead the review/approval
process for the Grant and must not be the only or
ultimate decision maker to give a Grant. Business
functions may act as a “liaison” to request the Grant ,

or to assist the activity /project in execution.

10.2 Commercial Sponsorship
(Activities/projects collaborated
by medial institutions and member
companies are not included in this
section)

Member companies may give financial or non-
financial support to medical institutions for mutual
benefits and to advance legitimate business
purposes, e.g. to promote image, brands or products
of the member companies, subject to the following

requirements:
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(a) The sponsorship should be based on an open

invitation letter;

(b) Company will receive a direct benefit in return
(naming right, membership rights, advertisement
rights etc.) which is clearly defined in supporting
documents. The return of such support must
reflect the fair market value of the benefits

received.

10.3 Advisory Board Meetings

Advisory Board Meetings (ABMs) are non-
promotional events and are intended to seek advices
or insights from HCP KOLs for a set of specific

questions typically in the following areas:

e Scientific: Medical/Clinical Development/Health

Economy;

e Marketing: Product Strategy/Positioning/Brand

Key Messaging; or

¢ ABMs in areas not mentioned above should have
special approval from the committee designated

by or the management of the company

Member companies should set up specific control
measures for all ABMs, and sales functions should

not be allowed to organize ABMs so as to avoid
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any promotional nature attached to ABM. The
control measures should be in line with the following

principles:

1. Frequency — frequency of ABMs should be limited
and justified to reflect its non-promotional nature,

while regional ABMs should be held with caution.

2. Selection of participants — The qualification and
experience of participants should be appropriate

for the intended objectives of the ABMs.

3. The number of KOL participants in ABMs should
be appropriate in order to allow an adequate and
quality discussion around the intended objectives,
and to avoid low level of effective participation
by some due to the large number of participants.
Discussion sections in ABMs must be at least

50% of the total length of AMBs.

4. Internal participation — Internal participants of
ABMs should take an active role that is clearly
defined, and passive participation should be
kept at the minimum. Passive participation by
marketing or market access functions in non-
commercial ABMs must be subject to special
approval from the committee designated by or the

management of the member company
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5. Contract, compensation, and review — A service
agreement with each of the ABMs participants
should be signed, and compensation for the ABM

participants must be reasonable .

6. Outcome and documentation — Organizers should
be responsible for properly producing meeting
minutes of the ABMs (including preparation work
and follow-up actions), and keeping record of the

outcomes of the ABMs.

Article 11
Support for Continuing
Medical Education

Continuing medical education (CME) helps ensure
that healthcare professionals 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.

When companies provide content to CME activities

and programs, such material must be fair, balanced
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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 RDPAC Code
where applicable, and refer to the Note for Guidance
on Continuing Medical Education posted and updated
on IFPMA Website (https://www.ifpma.org/resources/

publications/).

Article 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.
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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.

Article 13
Infringement,
Complaints, and
Enforcement

Genuine complaints relating to infringements of the
RDPAC Code are encouraged. Detailed procedures
for complaints and the handling of complaints are set
out in the RDPAC Complaint and Dispute Resolution

Procedure (Appendix Il1).
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Appendix |

IFPMA Note for
Guidance on
Sponsorship of Events
and Meetings

From: IFPMA Website (http://www.ifpma.org/)

Introduction

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.
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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
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impression given by all 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.

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:

* 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
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1.

to attend or other type of assistance such as

providing a grant, renting exhibition space, etc.).

Criteria to consider when assessing the

appropriateness of the Location of an Event

(non-exhaustive)

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;
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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
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should only be accessible to 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. (Ranking
by the tourism department of the country and/
or the average ranking by travel agencies can

help with this assessment).

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):
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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.

¢ |s the scientific program available on the event
organizer s website well in advance of the

meeting?
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* Does the scientific program cover the whole
duration of the event with content generally

filling the business hours each day?

* |s the program content scientifically grounded

and adapted to the targeted audience?

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.

* |s 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 daytime

during the congress?

e Are meals arranged in tourist or heritage/

cultural attractions?

e Are any of the descriptions on the program
such that they appear to be excessive (e.g.

champagne reception, gala dinner, etc.)?
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e Is there an expectation that
sponsoring companies fund such

activities?

e If there is leisure activity, are they

self-funded by the participants?

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:

e Are they required to pay the full
costs incurred by their participation
(that is not subsidized by the
pharmaceutical industry in any

way)?

e Are healthcare professionals
expected to participate in the

meeting rather than encouraged to
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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. 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 could be

considered:

¢ 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?

e Who is mentioned as a supporter of the

event? Is it medical societies, or similar, or the
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local tourist board, etc.?

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.

e EFPIA’ s edethics platform

- hitp://www.efpia-e4ethics.eu

e MedTech Congress Assessment
Platform

-http://www.ethicalmedtech.eu/

e Farmaindustria Congress
Assessment Platform

http://www.codigofarmaindustria.es

¢ |PCAA Congress Healthcare
Guideline

- http://www.ipcaa.org
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Appendix i

IFPMA Note for
Guidance on Fees for
Services

From: IFPMA Website (http://www.ifpma.org/)

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
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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.

The answers to the following questions should be

13 )

yes':
1 Are the participants being paid no more than ‘fair

market value’ ?

2 If the product/indication is unlicensed, is the
company confident that there is no promotion of

that medicine/indication?

3 Are all those involved with the fee for service
activity (staff, third parties, participants) clear on

the need for it and expected output?

4 Are the arrangements (such as venue,

refreshments, travel, and contract) appropriate?
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5 Are there arrangements to manage any conflicts of

interest?

6 Are the number of engagements and total
compensation paid to an individual in one year

reasonable?

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.

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
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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
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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’:

7 Does the company have a legitimate unanswered

business question?

8 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?

10 Is the number of delegates/meetings strictly

limited to that required to answer the question?

11 Does every participant have the relevant expertise
to contribute meaningfully to the purpose and

expected output of the meeting?

12 Is the number of participants limited so as to allow

active participation by all?

13 Does the agenda allow adequate time for
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discussion? Is a significant majority of the time

spent on feedback from the participants?

14 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?

Companies should ensure that the following

questions are also considered:

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?
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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?
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Appendix lll

Complaint and
Dispute Resolution
Procedure

(Effective on 22 July 2015 by Approval of

the Executive Committee)

1. General Provisions

1.1 RDPAC member companies (“Member
Companies” or “Companies”) continue
to have robust discussion and
dialogue about the RDPAC Code
of Practice (“Code of Practice”, or
“Code”) and its enforcement among
and between themselves. In the
event that disagreement emerges
from such discussion or dialogue,
RDPAC encourages genuine reports
of complaint (“Complaint”) from
its Member Companies regarding
any breach of the RDPAC Code of

Practice.

1.2 This Complaint and Dispute Resolution

Procedure (also this “Procedure”) and
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the proceedings thereunder are open to each
and all Member Companies, including, upon
written approval of the General Manager, their
employees acting in good faith and in the spirit of

the Code.

1.3RDPAC should ensure that its website contains

information about the Code as well as the
Procedure to file a complaint under the Code,
in order to create a forum for constructive
communication of Industry’s self-regulation and to
exchange Code compliance best practices among

the Member Companies.

1.4 RDPAC should ensure that sanctions imposed

hereunder are proportionate to the nature of the
infringement, have a deterrent effect and take
account of repeated offences of a similar nature
or patterns of different offences. RDPAC also
ensures that the processing of Complaints as
well as the enforcement of the sanctions comply
with this Procedure, and conducted in a manner
consistent with applicable data/confidentiality
protection, competition and other applicable laws,

regulations, and administrative rules.

1.5 Each Member Company, by accepting the

Membership Agreement of RDPAC commits

to abide by the governing rules, the Code of
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Practice, this Procedure, as well as the sanctions
imposed hereunder by RDPAC. The rules and
principles hereunder provided are binding upon

each and all Member Companies of RDPAC.

1.6 RDPAC should, within applicable PRC laws,

regulations and administrative rules, facilitate the
Member Companies’ awareness and education
programs of the RDPAC Code of Practice,
including by providing guidance to companies in
order to prevent breaches or violations thereof.
Member Companies are encouraged to share
their implementation practices of the Code of
Practice through regular meetings organized by
RDPAC as well as through the IFPMA’s eBIC

(Ethnics & Business Integrity Committee).

1.7 RDPAC Office will prepare, and provide to

the Executive Committee an annual report
summarizing the work undertaken by it in
connection with the implementation, development
and enforcement of the RDPAC Code of Practice

during the year, which should summarize.

1) Incorporation of the Code into its company
SOP as well as implementation thereof by the

Member Company;

2) The Complaints processed and the general

REBRERITER R EIREBNZ
SHNTFARHIT 2N

1) BRAAEFTUTHENHAE
ZBIERIENIE (SOP) AISERR
BRUNEZRABYFTIITH
HENBYSEREER;

2) MAXRIFVERGEBELERNSMAE
s

3) RDPAC HAZEEHIF1TILITAEN
BRI R RE R, UREMEE

ZWNEER;

4) BI—EETITAEN KT EFR
ENfSHIELt,

2. HEMERE

2.1 EIENH

RDPAC RY A & 1L 2 Fif #1L € B9 RDPAC
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T T REN LN E RN, T
Z RSN HESF RDPAC EIEH N FR#LE
WX RERF, BIRXFRVEEA
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SMFRAANBZEILZENSEN, RITER
SEHITREN, WEFNRRREEFE

outcome thereof, if applicable;

3) The training or education of the
Code as well as the sharing of best
practices conducted or organized
by the RDPAC Office regarding

the Code of Practice;

4) Any improvement of the Code
enforcement achieved during the

past year.

2. Code Administration

2.1 Management Body

The Executive Committee of RDPAC as
defined by the RDPAC Bylaw (also the
“EC”) should serve as the management
body of the Code enforcement mechanism,
abiding by the same decision-making
procedure provided by the Governing
Rules of RDPAC, including in particular
the rules regarding quorum, confidentiality,
and conflict of interest; e.g. the EC
member(s) whose Company is a Party to
the dispute should be excluded from the

decision-making process.

2.2 Secretariat Office
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1)

2)

3)

The EC should delegate the
details of handing a Complaint
in light of this Procedure to the
Secretariat Office of this Procedure
(hereinafter also “Office” , which
consists of the Managing Director
and the General Counsel of
RDPAC), and should not, except
for monitoring the designation
of the Hearing Panel as defined
in Section 6.1, participate in the
adjudication of any individual

Complaint submitted hereunder.

The responsibilities of the
Secretariat Office include to (i)
conduct Complaint validation; (ii)
preside over mediation between
the two Parties, where applicable;
(iii) facilitate the Hearing Panel
with its adjudication; and (iv)
facilitate/conduct execution of

Panel decisions.

Office should report to the EC on
the integrity, transparency and

openness of the proceedings.

3. Complaints & Validation

2)

3)

4)

AN) memER, #
[Z 51| BB 52 22 59 3@ #th hik
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3.1 Filing a Complaint. All Complaints must be in

writing and include the following contents:

1)

3)

4)

The identity of the complaining Member
Company ("Complainant"), with full mailing
address including fax number and email
address for correspondence. On request of
the Complainant, its identity should be kept
confidential to any party other than the Office,
the Respondent (as defined in Section 3.1.2)

below) and the Hearing Panel.

The identity of the Member Company
alleged to be in breach of the Code (the
"Respondent"), the date of the alleged breach
of the Code, and the name of the product(s)

involved, if any.

A clear description of the activity or practice
(including any written or printed material)
alleged to be in breach of the Code,
supported by clear evidence wherever
possible, and with reference to the article(s)
of the Code alleged to be violated by the

Respondent.

An endorsement or verification of the
Complaint in writing by the General Manager

of the complaining Company.
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2) EXMNEFNEERARFAZER
RHERX. EMNEE;

3) FWITHABINENERITIITH
ENERTTH;
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3.2 Addresses. Any Complaint hereunder
should be sent to either the physical
address or the email address of

RDPAC as set forth below:

Executive Director and/or General

Counsel, RDPAC

Office Bldg 1, Rm 506, Landmark

Tower

No. 8 Dongsanhuanbei Rd., Chaoyang
District

Beijing 100004, PR China

Email: complaint@rdpac.org

3.3 Complaint Validation.

Upon receipt of a Complaint, the Office
should validate the claim(s) in the

Complaint to ensure that:

1) both the Complainant and
the Respondent are Member

Companies of RDPAC;

5) RIFFIFEMRIFANLSE

BT T BEIEK,.
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2) it appears to be a genuine matter submitted

in good faith;

3) the complained behavior can be identified as

violation or breach of the Code;

4) there is sufficient evidence or information to

enable the Complaint to be processed;

5) the Complaint has been verified in writing by

the GM of the Complainant.

3.4 Dismissal of a Complaint. Where a Complaint

fails to establish a prima facie case for a breach
of the RDPAC Code of Practice, such Complaint
should be dismissed with respect to the Code.
In addition, Complaints which pursue an entirely
or predominantly commercial interest should be

dismissed.

3.5Timeline. The validation of the Complaint

hereunder should be completed within five (5)
working days upon receipt of a Complaint. The
Office should send a copy of the Complaint and
all the supporting evidence or information to the
Respondent’s GM at the mailing address or email
address that the Respondent-Company has
registered with RDPAC, within five (5) working

days upon validation of the Complaint.
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Response

4.1 The Respondent should respond to the Complaint

(“Response”) within fifteen (15) working days
of its receipt of the Complaint from the Office.
After sending the Complaint and supporting
evidence, the Office should contact the GM of the
Respondent and urge the Respondent to clarify
the matter in question and/or respond to the

Complaint within the above time limit.

4.2 Response received by Office should be forwarded

to the Complainant within five (5) working days

upon receipt of the same.

4.3 Where the Respondent acknowledges that the

claimed activity or practice is in breach of the
Code, such acknowledgement should be in
writing indicating the action(s) it has taken or
plans to take to correct or remedy the breach.
The Complainant may, within five (5) working
days upon receipt of the acknowledgement,
choose to, through written reply to the Office, (a)
withdraw the Complaint or (b) refuse to accept the
remedial actions proposed by the Respondent. If
the Complainant fails to inform the Office whether
it chooses to withdraw the Complaint within the
above five (5) working day period, the Complaint

will be deemed withdrawn.

5.
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6.1 HEERS

5.

Mediation

5.1 In the case of the Respondent’s denial of the

Complaint, or failure to respond within due time
prescribed hereunder, or the Complainant refuses
to accept the Response by the Respondent
indicating its remedial actions or action plans,
Office should preside over mediation or
consultation between the two Parties within
fifteen (15) working days of receipt by both the
Complainant and the Office, whichever is later, of
Respondent’s denial, or its failure to respond by
end of the fifteen (15) working days as stipulated
in Section 4.1 above, or Complainant’s refusal to

accept the Response.

5.2 Upon failure of any agreement from the mediation

6.

between the Parties within the above fifteen (15)
working day’s timeline, Office should then submit
the Complaint for Panel Review in light of Article

6 hereunder.

Panel Review

6.1 Hearing Panel

1) Upon failure of any agreement from the mediation

as prescribed above, a hearing panel (“Hearing

Panel”) consisting of three (3) panelists should be
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1)

FEWEMBREHBXTIEE T KB

2)

formed to review the Complaint in light

of Section 6.5 of this Procedure.

The cost and expenses incurred from
the Panel review should be undertaken
evenly by the offending Company and
RDPAC Office.

6.2 Panel Pool

1)

2)

RDPAC maintains a Panel Pool of
ten (10) to fifteen (15) Panelists,
consisting of partners from law firms
and accounting firms, or of renowned
scholars selected by the Member
Companies and confirmed by the EC,
and should be subject to review by
the Member Companies (mainly the
Legal and Compliance Working Group
of RDPAC, or the “WG”) every one (1)
year based on the feedback of the WG.

Unless waived by Office at its
discretion, Panelists must have
a minimum of eight (8) years of
professional experience in the relative
field, good reputation in his/her
professional community, and preferably

two (2) years of experience in dispute

2)

3)
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resolution.

6.3 Appointment of Panelists

1)

2)

3)

Upon receipt of notice from the Office for Panel
appointment, each Party should appoint one (1)
Panelist from the Panel Pool and notify the same
to the Office within five (5) working days of the
said notice from the Office. Upon the appointment
of the said Panelist by each Party, the two
Parties should then jointly appoint the Chairman
of the Panel (or the “Chairman”) from the Panel
Pool, and inform their appointment to the Office,
within another five (5) working days of their first

appointment of a Panelist.

In case the two Parties cannot reach an
agreement on the appointment of the Chairman,
Office should facilitate a consultation between the
two Parties till they can agree on the appointment
of the Chairman, within five (5) working days of

the commencement of the said consultation.

In the event the two Parties disagree on the
appointment of the Chairman even with the
Office’s facilitation, Office may then nominate
an expert from either in or outside of the Panel
Pool, based on the nature of the Complaint and

a reasonable assessment of potential conflict
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of interest, for the two Parties to appoint as the
Chairman, in ten (10) working days upon failure of

the appointment of the Chairman by the Parties.

6.4 Acceptance and Confirmation of Appointment

1)

Upon notification of his/her appointment by the
Parties, each Panelist should present a Letter
of Acceptance from his/her Firm, stating 1) the
Panelist’'s acceptance of the appointment, and
2) that the appointment complies with Firm’s
policy on conflict of interest, as well as the IBA
Guidelines on Conflict of Interest in International

Arbitration, as available at the link here:

http://www.ibanet.org/Publications/publications_IBA_

2)

guides_and_free_materials.aspx.

Subject to request for withdrawal for cause by
the other Party, the appointment of the Panelists
and the Chairman should be confirmed by the EC
within five (5) working days of their acceptance
of the appointment by the Parties. The “cause”
herein referred will need to be instances of
specific conflict with the appointed Panelist or
his/her Firm, in which case Office will notify the
appointed Panelist and the appointing Party for

re-appointment.
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6.5 Panel Decision

1)

The Hearing Panel should review the Complaint
together with all the supporting evidence and
information, and thereupon come up with
a decision (“Panel Decision” or “Decision”)
within thirty (30) working days as from the EC

confirmation of the Panelists.

Depending on the complexity of the dispute
and its resolution, the Chairman may grant an
extension of the above thirty (30) day timeline for
Panel review for no more than fifteen (15) working

days.

The Hearing Panel should state in the Panel
Decision, where applicable, the facts on which the
Decision is based, the reasoning of the Decision
and the conclusion drawn therefrom, as well as
the sanctions imposed (as defined in further detail
in Section 7 below). The timeline for the offending
Company to take any of the sanctioned actions
should also be stated in the Decision, where

applicable.

The Panel Decision, once issued and signed by
all three (3) Panelists, should be final and binding

on both Parties.
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7.

Sanctions

7.1 In the event that a breach is

1)

2)

established pursuant to the
proceedings hereunder, the Panel may
impose one or more of the following
sanctions on the Offending Company,
depending on the severity of the
breach of the Code as well as the
Offending Company’s willingness to

correct/remedy its breaching conduct.

A written and signed statement by
the GM of the Offending Company
committing to an immediate cessation
of the practice in question, as well as
actions taken or to be taken to correct/

remedy the breaching conduct;

In case of a minor breach, a fine of
RMB 20,000 — RMB 30,000 may be
imposed on the Offending Company,
which should be paid to Office within
ten (10) days of the Panel Decision
and marked as “damage” (000) on the
receipt thereof by the Office. RDPAC
should use the money collected
hereunder only for Code education and

enforcement purposes.

3)
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3)

In case of serious or repeated breach, suspension
of membership for six (6) to twenty four (24)
months may be imposed on the Offending
Company. Meanwhile, the Offending Company
(represented by its Compliance Officer) may be
required to employ a 3rd Party auditor to review
its Company SOP in light of the RDPAC Code of
Practice, which process should last no more than
ninety (90) days as from the date of the Panel

Decision.

In case of an egregious breach and lack of
intention to correct or remedy the wrongdoing
on the part of the Offending Company, a written
report of the breach and the sanctions imposed
should be prepared by the Office and notified
the same to the Headquarter of the Offending

Company.

7.2 Also, should the Offending Company fail to

respond to the Panel decision or any other
notification during the process of the Procedure
hereunder, Office may, upon confirmation with
the EC, notify the report of the breach and
the sanctions imposed, as well as Offending
Company’s failure to respond to the Procedure
hereunder to the Headquarter of the Offending

Company.
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7.3 The implementation and execution
of the Procedure hereunder should
comply with the rules of confidentiality
and conflict of interest as provided in
the IBA Guidelines as referred to in

Article 6.4 (1).
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Appendix IV

RDPAC member companies

(Updated in Dec 2018)

Abbott
AbbVie
Allergan
Amgen
Astellas
AstraZeneca
Baxter
Bayer HealthCare
Boehringer Ingelheim
Bristol Myers Squibb
Celgene
Chiesi
Chugai
Daiichi Sankyo
Eisai
Eli Lilly
Ethypharm
Ferring
Gedeon Richter
Gilead
GSK
Helsinn
Ipsen
Kyowa Kirin
LEO Pharma China
Lundbeck

Menarini
Merck Serono
MSD
Mundipharma
Novartis
Novo Nordisk
Pfizer
Roche
Sanofi
Servier
Shire
Sumitomo
Takeda
Teva
ucCB
Xian-Jdanssen
Zambon
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