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A “contract sales organization” (CSO) means a company
that a pharmaceutical company contracts with to promote
the sales of a drug product of this pharmaceutical
company through the performance of marketing,
promotional and other activities. CSO may be a company
that has drug distribution as its primary business but also
provides drug promotion services, a company that does
not have a drug distribution business and provides drug
promotion services only, or a pharmaceutical company
such as an RDPAC member company or a domestic

pharmaceutical company in China..

RDPAC has taken note of the fast-growing number of
CSO transactions that its member companies have
entered into in China, particularly those that its member
companies are the drug owners that engage the services
of CSOs. RDPAC recognizes the value that CSO transactions
may create to the successful commercialization of drug
products and the expansion of patients’ access to drug
products. At the same time, RDPAC is keenly aware of
various legal violation risks and medical ethics risks that
CSO activities may present. Particularly, under both
Chinese laws and certain applicable foreign laws (including
without limitation the U.S. Foreign Corrupt Practices
Act), the CSO may be seen to promote drugs on behalf
of the drug owner and therefore the drug owner may be
held liable for bribery activities of the CSO.! Recognizing
this legal relationship between a drug owner and its CSO
and the resulted expectations from relevant regulatory
authorities, the RDPAC Code of Practice has clearly stated
that it applies to “subcontractors that carry out tasks
on behalf of the company, such as ...contracted sales

representatives.” 2 Now, RDPAC has further taken the
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initiative in developing this document to provide high-
level, non-binding guidance to its member companies
on measures that they are encouraged to consider
and take to prevent misconducts of CSOs, particularly
bribery violations. RDPAC recognizes the complexity of
CSO transactions and the diversity of their transaction
terms, and therefore encourages member companies
to interpret and apply relevant requirements in this
document with reasonable flexibility by considering the
specific features of their particular CSO transactions. In
addition, if a CSO uses its affiliate or a subcontractor to
carry out certain activities in the CSO transaction for a
member company, the member company is encouraged
to apply the requirements in this document equally to

such entities as well..
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1 RDPAC recognizes that, in addition to bribery violation risks,

CSO activities may present risks in other areas, including without
limitation antitrust, drug advertisement, drug promotion
(including off-label drug promotion), books and records,
infringement on trade secrets, cybersecurity and personal
information protection, pharmacovigilance compliance. While
this document has focused on the prevention of bribery violation
risks, RDPAC reminds its member companies to take measures
to prevent risks that CSO activities may present to them in these

other areas.

?RArticle 1.1, Annotation 1, paragraph 2.
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e MEFFIRETWATNE=E; e Product detailing to healthcare professionals (HCPs);
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25 .
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. BEFDESUATFERS KRS e Product education or training of HCPs;
il

Medical or scientific education of HCPs;

e Disease education, whether targeting patients or

- HREE, TEREREELZEEARAK the general public;
R
e Market access services, particularly hospital listing
« MIHENRS, HEFmARRRS; services; and
ARz

e Gathering of market intelligence.
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guidance to manage the risks of these CSO activities and

services in case of mismanagement.
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1. Pre-engagement compliance
due diligence

Before entering into formal, binding agreements with
CSOs (the “CSO Agreement”), member companies should
conduct an effective compliance due diligence review on
the CSO, and the review should have such a breadth and

depth that are sufficient to ensure that the CSO:

e Has the necessary registered business scope for the

contemplated activities and services;

¢ Has the needed internal resources and capabilities

to conduct the contemplated activities and services;

e Has an adequate internal compliance program.

To achieve the above objectives, such compliance due
diligence review should, to the extent applicable to the
particular CSO transaction, cover at least the following

aspects of the CSO’s compliance system:
e The CSO’s compliance policies and procedures;

e The CSO’s internal control system that implements

its compliance requirements;

e The sufficiency of the personnel and resources

within the CSO’s compliance function;

e The autonomy of the CSO’s compliance function

from its business team, particularly the sales team;

e The compliance management capabilities of the

CSO’s legal and compliance functions;
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e The compliance awareness and commitment of the

CSO'’s leadership team; and

e The compliance awareness and past compliance
performance of the CSO’s relevant personnel that
have the primary management responsibilities for
the CSO transaction.

The compliance due diligence review should cover the
CSO'’s past performance under relevant anti-bribery laws.
If the review reveals that the CSO has past violation of
relevant anti-bribery laws, the member company should

analyze such past violation to determine:

e Does the CSQO’s past violation indicate any
systematic compliance weakness of the CSO, such as
weak finance control over expense reimbursement?

If yes, has the CSO fixed such weakness?

e |s the CSO’s past violation relevant to its
performance of the contemplated CSO activities?
Such relevancy will be established if, for example,
the wrong-doing activities in the past violation and
the contemplated CSO activities involve the same
senior manager, the same sales head, the same

sales team, etc.

e Are the CSO’s wrong-doing activities in the past
violation and the contemplated CSO activities
same or similar in nature? Such same or similar
nature will be established if, for example, both the
wrong-doing activities in the past violation and the
contemplated CSO activities are small-sized HCP

education programs, or retail channel activities.

The member company may proceed with the CSO
transaction only if it, after considering the answers to
the above questions, concludes that the CSO is unlikely
to repeat its past violation during its performance of the

CSO activities in the current transaction.
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2. Ongoing compliance
enhancement program

If the compliance due diligence review reveals that the
CSO has significant compliance weakness, the member
company may enter into the CSO Agreement with the
CSO and use the services of the CSO after the CSO has

fixed such weakness.

Alternatively, the two parties may enter into the CSO
Agreement and start the performance of the CSO
Agreement on the condition that: (i) the CSO agrees to
an ongoing compliance enhancement program, which
should be completed before a specified point of time;
and (ii) the member company reviews and audits the
CSO’s implementation of the program. If the CSO has
effectively implemented the program and fully corrected
its compliance weakness before the agreed time, the two
parties may continue to perform the CSO Agreement.
If the CSO however fails to effectively implement the
program and fully correct its compliance weakness, the
member company should terminate the CSO Agreement.
It should be noted that member companies may use
the alternative approach described in this paragraph
on an exceptional basis only and with an abundance of

prudence and caution.

3. Description of CSO services and
activities

The CSO Agreement should clearly describe the services
that the CSO will provide to the member companies, and
the activities that the CSO will undertake to provide such
services, in each case with reasonable details and in an
item-by-item format. All such services and activities must

be legally permissible under relevant laws.
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4. Adequate compliance clauses

The CSO Agreement should require that the CSO, for and
during the performance of the CSO services, adhere to
anti-bribery laws in China and other relevant jurisdictions,
Chinese laws and regulations related to the management
of medical representatives, and relevant clauses in the

RDPAC Code to the extent applicable.

The CSO Agreement should also specify the compliance
standards that the CSO should comply with for its
activities under the agreement. At a minimum, the CSO
should comply with its own compliance policies and
procedures. In addition, the member company may
require the CSO to comply with the member companies’
compliance policies and, when appropriate and practical,

procedures.

The CSO Agreement should give the member company
adequate power to monitor and audit the compliance
performance of the CSO. Also, the CSO Agreement
should give the member company the power to terminate
the agreement in case of the CSO’s significant violations

of relevant compliance requirements.

5. Knowing the activities and
misconducts of the CSO

The member company should make reasonable best
efforts to understand, with reasonable details, the
activities that the CSO carries out in connection with
its performance of the CSO Agreement, including the
expenses that the CSO incurs for such activities. For this
purpose, the member company should require the CSO
to provide, at a reasonable frequency, periodical reports
that describe its activities and (to the extent feasible and
necessary) expenses, and such reports should contain

reasonable details.
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Particularly, the member company should require
the CSO to report its violation of relevant compliance
requirements in connection with its performance of
the CSO Agreement that the CSO has identified during
the course of its compliance monitoring, including both

substantified and suspected violations.

6. CSO service fees: Fair Market
Value

Member companies should ensure that the service fees
paid to CSOs are based on the Fair Market Value (FMV)
of the CSOs’ services. Guided by this principle, member
companies should choose the appropriate mechanism
for the evaluation and calculation of the FMV for the
service fees, which may be one or the combination of the
following, or another mechanism that may adequately

achieve the purpose of the FMV principle:

e Cost-plus mechanism, i.e., the service fees consist
of the cost of the services that the CSO provides,
plus a reasonable profit margin which is typically a
certain percentage of such cost. When using this
mechanism, the member company and the CSO
should clearly describe the composition of the
services, the cost of each service, and the criteria
for the performance and completion of the services.
In addition, the member company should verify
the performance of the services and confirm the
completion of the services in accordance with pre-
set criteria before making payment of service fees
to the CSO.
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e Performance-based mechanism, i.e., the
service fees are calculated on the basis of the
achievement of certain performance indicators
(typically quantitative indicators). When using
this mechanism, the member company should
determine the FMV of the service fees through
a combination of tools, such as service cost
evaluation, arms-length negotiation, and industry
benchmarking. The member company also should
evaluate the impact of the service fee calculation
method on the behaviors of the CSO to minimize the
effect of the performance indicators in incentivizing
the CSO to conduct improper promotional activities

for the purpose of boosting sales.

7. Accounting treatment; books
and records

Both the member companies and the CSOs should
maintain accurate accounting treatment for all expenses
incurred in the CSO transactions and create and maintain
accurate books and records for the CSO activities and
expenses, in both cases in compliance with Chinese laws
and applicable foreign laws. Member companies should
pay particular attention to this accounting requirement
when the CSO is a distributor of the member company
and the member company pays service fees to the

distributor CSO in the form of product rebate or discount.

8. Separate activity and expense
management system

Under both Chinese laws and applicable foreign laws,
when certain conditions are met, a pharmaceutical

company may be held liable for the activities that its
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CSO has performed for its interest pursuant to the CSO
Agreement, as well as the expenses that the CSO has
incurred for such purpose. Therefore, member companies
should make reasonable best efforts to ensure that they
will be able to review or audit such activities or expenses

of the CSO if they need to do so.

For this purpose, member companies should encourage
CSOs to use a separate or dedicated system to record
their service activities for the member company, and
also their expenses incurred for such service activities
(i.e., separate from the CSO’s activities and expenses
for the promotion of its own drugs, or drugs of other
companies), so that the member company can separately
review or audit such activities or expenses. If the CSO
can implement an alternative solution to achieve same
or similar results, such alternative solution is acceptable
as well, such as the CSO adding tags to activities or
expenses recorded in its system that are for the member
company. Member companies should give preferential
consideration to CSOs that can meet the above

requirement during the CSO selection process.

9. Compliance training

Member companies should ensure that the CSO is
properly trained on the compliance requirements
applicable to its CSO activities. In principle, such training

should be conducted at least once a year.

Such trainings may take various forms, including: (i)
training provided by the member company; (ii) training
conducted by the CSO; and (iii) training conducted by a
third party. Such trainings should cover topics of, at a
minimum: (i) legal requirements of Chinese laws; (ii) legal
requirements of foreign laws, to the extent applicable;
and (iii) compliance requirements specified in the CSO
Agreement, including without limitation relevant RDPAC

Code requirements.
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In addition, member companies are encouraged to
organize compliance exams for CSO’s personnel who carry
out the CSO services and activities, including without
limitation the CSO’s medical representatives team, and
make such exams mandatory and require such CSO
personnel to pass the exams before starting to carry out

CSO services and activities.

Lastly, member companies should require the CSO to
create and maintain the training records properly, and to
make them available to the member company for review

when requested.

10. Effective compliance oversight
mechanism

Member companies should set up an effective
compliance oversight mechanism for the CSO transaction.
For this purpose, member companies and the CSO may
establish a dedicated Joint Compliance Committee for
the CSO transaction, or create a special, compliance-
focused task force within the Joint Steering Committee (or
another, similar oversight body) for the CSO transaction.
Member companies and the CSO should use such
compliance oversight mechanism to discuss and review,
on a regular basis, the CSO’s compliance performance
and any encountered compliance incidence, and make
key compliance-related decisions. Member companies
should ensure that such compliance oversight mechanism

is adequately empowered to perform the above activities.
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11. Monitoring and auditing

Member companies should monitor and audit the service
activities of CSO companies in connection with the
performance of the CSO Agreement, so as to assess the
effectiveness of the CSQO’s internal compliance control
and also to identify the CSO’s compliance violations and
risks (if any) and implement necessary corrective actions.
For this purpose, member companies may use one or the

combination of the following methods:

e Review of the activity report of the CSO;

e Inspection of the CSO representatives’ activities,

with or without advance notice;
e Review and testing of expenses of the CSO;
¢ Interview of CSQO’s personnel; and

e On-site audit.

Member companies should, depending on the features of
the CSO transaction, choose the appropriate mechanism
for the compliance monitoring and audit, which may be

one of the following:

e the member company directly conducts such

monitoring and audit activities;

e the CSO conducts such monitoring and audit
activities, and reports its findings to the member

company; and

e a competent third party conducts such monitoring
and audit activities, and reports its findings to the

member company.

In case of the second and third mechanisms above,
the member company should review and confirm the

monitoring and audit capabilities of the CSO or the third

party.
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12. Non-compliance reporting;
hotline

Member companies should set up a mechanism so
that any non-compliant activities of the CSO, whether
potential or real, can be properly reported to them,
whether by the CSO personnel or the member company

personnel.

For this purpose, member companies are encouraged
to set up a non-compliance reporting hotline for
the CSO transaction (whether an email hotline, or a
telephone hotline; whether a dedicated hotline, or
as an added function of the overall hotline system).
Member companies should make the hotline available
to personnel of both the member company and the CSO,
and also make the existence of the hotline widely known

to such personnel.

13. Remediation; termination

If member companies have discovered any non-compliant
activities or risks of such of the CSO, they should,
depending on the features of such activities or risks, take

one of the following two types of actions:

e |If the non-compliant activities or risks are severe
and demonstrate the CSO’s inability to implement
the agreed compliance control system, the member

company should terminate the CSO Agreement; and

e If the non-compliant activities or risks are not
severe and are remediable, the member company
should work with the CSO to develop and
implement a remediation plan. If the CSO cannot

fully implement the remediation plan to achieve its

pre-set objectives, the member company should

terminate the CSO Agreement.
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