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The Guangdong-Hong Kong-Macao Greater Bay Area
(the “Greater Bay Area” or the “GBA”) comprises the
two Special Administrative Regions of Hong Kong and
Macao, and the nine municipalities in Guangdong
Province (i.e., Guangzhou, Shenzhen, Zhuhai, Foshan,
Huizhou, Dongguan, Zhongshan, Jiangmen and
Zhaoging). The Chinese government has made the
development of the Greater Bay Area a key component
of its national development strategy, and views it as an
important driving force for the innovation-based growth

of the country’s economy.

In the field of healthcare, the Chinese government
has been actively promoting the use of innovative
pharmaceutical products and the provision of high-
quality medical services in the Greater Bay Area for the
purpose of benefiting the residents in the Greater Bay
Area. For this purpose, on September 29, 2020, eight
central government agencies jointly issued the Work
Plan on Innovation & Development of the Supervision
of Pharmaceutical and Medical Device Products in the
Guangdong-Hong Kong-Macau Greater Bay Area ( { 2
BRREXAnETRMEESMARIELR) ;
the “Work Plan”). The Work Plan sets the ambitious
objectives of by 2035 establishing a GBA regulatory
coordination mechanism for pharmaceutical and medical
device products, making pharmaceutical and medical
device products and services conveniently available
to GBA residents, and establishing a GBA technology

innovation platform for the healthcare industry.
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As a key component of the Work Plan, the eight agencies
have created a pathway by which certain designated
hospitals in the Greater Bay Area (the “GBA Designated
Hospitals”), after applying for and receiving the approval
by the People’s Government of Guangdong Province
(the “Guangdong Provincial Government”), may legally
procure pharmaceutical products in urgent medical
needs by patients that are not approved in Mainland
China but are approved in Hong Kong or Macau, and use
such pharmaceutical products for medical treatment of
patients (such drugs, “Eligible Drugs”). This initiative is
titled as the “Hong Kong & Macau Registered Medicine

Access to GBA Program.”

Under the auspices of the Hong Kong & Macau
Registered Medicine Access to GBA Program,
multinational pharmaceutical companies have
developed strong interests in expanding the use of their
products and strengthening the medical knowledge of
healthcare professionals (“HCPs”) in the Greater Bay
Area under the framework of the Chinese Government’s
laws and regulations for the purpose of advancing
medical treatment of patients, and have carried out
substantial activities to achieve this objective. The R&D-
based Pharmaceutical Association Committee (“RDPAC”)
and the Hong Kong Association of the Pharmaceutical
Industry (“HKAPI”) are glad to see such activities of
their respective member companies, and are committed
to providing necessary support and guidance to their

member companies in this area.
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Among these activities, one particularly important one
relates to the need for communications of medical,
scientific and product information as well as disease
education information to HCPs, hospitals and patients
and other stakeholders. RDPAC and HKAPI recognize
the value of such communications to the healthcare
community if conducted in accordance with Chinese
laws and regulations and medical ethics, and also
are cautiously mindful of the risks of such activities
if mismanaged. Therefore, RDPAC and HKAPI have
jointly developed this document to provide non-binding
guidance to their respective member companies in this

important area.

It should be noted that when conducting such activities,
in addition to this Guidance, member companies should
also comply with the general principles and relevant
provisions in the RDPAC Code of Practice and the HKAPI
Code of Practice. Particularly, when communicating
drug promotional information to HCPs, member
companies must comply with requirements in Article 4
of the RDPAC Code of Practice 2022, i.e., “Standards of

Promotional Information.”

It should be further noted that this Guidance only
contains the general guidance on relevant practices, and
that member companies have the freedom in issuing
implementation details for requirements contained
in this Guidance or adopting requirements stricter
than those in this Guidance as they see appropriate in

accordance with their companies’ respective situations.
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This Guidance applies to following types of activities
of member companies under the Hong Kong & Macau
Registered Medicine Access to GBA Program with

respect to the use of Eligible Drugs:

(i) interactions with hospitals, hospital managers and

HCPs;

(ii) interactions with individual patients and

caregivers;

(i) collaboration with medical associations, charitable
organizations and patient organizations for the

purpose of the above interactions; and

(iv) real-world evidence (“RWE”) programs.
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Chinese laws, in principle, only allow drugs that
are approved by the National Medical Products
Administration (the “NMPA”) to be prescribed and used
for treatment at hospitals in China. The relevant policies
for the Hong Kong & Macau Registered Medicine Access
to GBA Program (including the Work Plan) have created
an exception to such national regulatory requirements,
and made it legitimate for GBA Designated Hospitals
to procure Eligible Drugs for medical treatment at the
hospitals, and therefore for pharmaceutical companies to
conduct certain interaction activities with the hospitals,

hospital managers and HCPs, as well as patients.

However, such legal permission does not mean that such
interaction activities are without boundaries. Instead,
the Hong Kong & Macau Registered Medicine Access to
GBA Program has its clearly defined policy objectives and
regulatory requirements. At all times when conducting
such interaction activities, member companies must
comply with these regulatory requirements and respect
these policy objectives, so as to ensure that their
interaction activities complement and support, not
contradict or deviate from, the Chinese Government’s
policy directions for the Hong Kong & Macau Registered

Medicine Access to GBA Program.

For this purpose, RDPAC and HKAPI raise the following
general principles to guide the activities of their
member companies in connection with the Hong Kong

& Macau Registered Medicine Access to GBA Program.
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1. Advancement of Patient Care,
No Abusive Use for Unethical
Purposes

The Work Plan clearly provides that the Hong Kong &
Macau Registered Medicine Access to GBA Program’s
purpose is “satisfying the needs of the residents in the
Guangdong-Hong Kong-Macau Greater Bay Area for the
use of pharmaceutical and medical device products” (“ ;&
EERANEXERBZAMERK ") and “making the
sense of gain, the sense of happiness and the sense of
security of the residents in the Guangdong-Hong Kong-
Macau Greater Bay Area more substantial, more secured
and more sustainable” (“ & ERATX ERHFER.
ZEE. ReREMTRE. BERE. Baks”).

Therefore, for any type of interaction activities under
the GBA Hong Kong-Macau Drug Program, member
companies must be guided by the ultimate objective
of helping physicians to use the Eligible Drugs in a safe
and proper way and maximizing the medical treatment

benefits for patients in the GBA area.

2. No Undue Influence on HCPs

Member companies should respect the independence of
HCPs, and should not use any activity to unduly influence
the HCPs’ decisions in connection with whether to add
a drug to the Hong Kong & Macau Registered Medicine
Access to GBA Program, which drug to prescribe to

patients, and what treatment plan to use for patients.

3. No Undue Influence on Patients

Member companies should respect the independence
of patients, caregivers and patient organizations, and
should not use any activity to unduly influence the drug
use decisions or medical treatment decisions of patients

or caregivers.
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4. Collaboration with Medical
Associations, Charitable
Organizations and Patient
Organizations

Member companies are encouraged to collaborate
with reputable and capable medical associations,
charitable organizations and patient organizations in
connection with interactions with stakeholders under
the Hong Kong & Macau Registered Medicine Access
to GBA Program. In the course of such collaborations,
member companies should respect the independence
of these entities, and in particular should not use such
collaboration projects to increase sales or recognition
of a drug product, to unduly influence the opinions of
HCPs and patients, or to funnel improper benefits to

HCPs.

5. No Drug Promotion to the Public

As a general principle, member companies should not
communicate drug product information to the public,
i.e., patients, caregivers and the general public who are
not HCPs, unless in exceptional cases where there is an
objective need for the benefit of the public (particularly
the patients). When member companies communicate
such information to the public, they should ensure that
the information must be objective, neutral and non-

promotional.
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In this section, we have set forth the most frequently
encountered scenarios for interactions with various
stakeholders under the Hong Kong & Macau Registered
Medicine Access to GBA Program, and provided

guidance for each of the scenarios.

1. Communication of Medical &
Scientific Information to HCPs
at GBA Designated Hospitals

After a GBA Designated Hospital has obtained the
approval from the Guangdong Provincial Government
to procure and use an Eligible Drug (the “Use Approval”
for an Eligible Drug), member companies may
communicate medical and scientific information to HCPs
at GBA Designated Hospitals that is useful for the safe
and proper use of the Eligible Drug and the treatment of

patients using the Eligible Drug.

Whether or not a GBA Designated Hospital has
obtained the Use Approval for an Eligible Drug, member
companies may communicate disease awareness
information to HCPs at the hospital for the disease

associated with the Eligible Drug.

2. EFSFHARRFERITH
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2. Communication of Drug Product
Information to HCPs at GBA
Designated Hospitals after an
Eligible Drug’s Use Approval

After a GBA Designated Hospital has obtained the Use
Approval for an Eligible Drug, the HCPs at the hospital
will have a genuine, objective need for information
that is necessary for their safe and proper use of the
drug. To meet such need, member companies may
communicate product information to HCPs at GBA
Designated Hospitals for the Eligible Drug that is useful
to the safe and proper use of the Eligible Drug and the
treatment of patients using the Eligible Drug. Member
companies may conduct such communication upon the
request of the HCPs, or without the request of the HCPs
when the companies see an objective need for such

communication.

Such communication must be based on the approved
drug information in Hong Kong and/or Macau for the

Eligible Drug, wherever the drug is approved.

When communicating such product information,
representatives of member companies must clearly
inform the HCPs that: (i) the drug is approved in Hong
Kong and/or Macau, and has not been approved
in China; and (ii) the drug can be used only at GBA
Designated Hospitals that have obtained the Use
Approval for the drug. Any written materials used in
such communication must bear statements clearly to

such effect.
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3. Introduction of Drug Product
Information to GBA Designated
Hospitals (Including HCPs)
before the Drug’s Use Approval

Before a GBA Designated Hospital has obtained the Use
Approval for a drug, there may exist an objective need for
the hospital (including its HCPs) to learn more information
about the drug so as to assess whether the hospital shall
seek the Use Approval for the drug so as to provide better
patient care. For that reason, member companies may
have a reasonable need to introduce product information
to the hospital (including its HCPs) relating to a drug for
the purpose of introducing the benefits of the drug and
supporting the hospital to assess whether to seek Use

Approval for the drug.

Member companies must conduct such communications
carefully, and can do so only when the following

conditions are all met:

(i) the drug is approved in Hong Kong or Macau and
therefore the hospital may seek the Use Approval

for the drug;

(ii) the company has performed an assessment and
concluded that the drug, in its view, may meet
unmet medical needs of patients at the hospital and

therefore advance patient care;

(iii) the primary consideration of the company’s
information introduction must be meeting the
unmet medical needs of patients, not increase of

product sales;

(iv) the company can introduce the information to
hospital managers and HCPs only at GBA Designated

Hospitals, not other hospitals; and

(v) the information must be fair and balanced, and

accurate and non-misleading.
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4. Introduction of Drug Product
Information to Hospitals
(Including HCPs) Not Having the
Use Approval of the Drug

If a hospital is not a GBA Designated Hospital and
therefore cannot receive Use Approval for a drug, or
if a hospital is a GBA Designated Hospital but has not
obtained the Use Approval for a drug, there may exist
an objective need for the HCPs at the hospital to learn
information about the drug so as to assess whether,
in the patients’ best interests, the HCPs shall refer the
patient to a GBA Designated Hospital that has obtained
the Use Approval for the drug (an “Eligible GBA
Designated Hospital”) so that the patient will receive
the best medical treatment. For that reason, member
companies may have a reasonable need to introduce
product information to the HCPs at the hospital relating
to a drug that has received Use Approval at an Eligible

GBA Designated Hospital.

Member companies must conduct such communications
carefully, and we recommend that prior to such
communications, when feasible, member companies
should perform an assessment and conclude that the
drug may meet unmet medical needs of patients at the

hospital.

In addition, member companies may conduct such
communication only when the following conditions are

all met:

(i) the drug has received Use Approval at an Eligible
GBA Designated Hospital;
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(ii) the primary consideration of the company’s
information introduction must be supporting the
HCPs’ decision on whether to refer the patient to
the Eligible GBA Designated Hospital so as to meet
the unmet medical needs of patients, not increase

of product sales;

(iii) the company can introduce the information to

HCPs at the hospital only, not other personnel;

(iv) the company can introduce the information to
HCPs at hospitals in the Greater Bay Area, not
hospitals outside the GBA; and

(v) the information must be fair and balanced, and

accurate and non-misleading.

5. Communication of Disease
Awareness Information to
Patients and Caregivers

Member companies may communicate disease
awareness information to patients and caregivers in the
Greater Bay Area region, including information relating
to diseases that Eligible Drugs are indicated for, either
directly or with collaboration with patient organizations.
When conducting such communication activities,
member companies should respect the independence of
patients and caregivers, and should not use any activity
to unduly influence the drug use decisions or medical
treatment decisions of patients or caregivers. For this
purpose, request from patients, caregivers or individual
members of the public for information or advice on
personal medical matters should be directed to qualified

HCPs within the GBA.
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6. Patient Support Programs

Member companies may conduct various types of Patient
Support Programs (“PSP”) for Eligible Drugs, such as
drug cost subsidy programs, drug sample programs,
etc., either directly or in collaboration with qualified
medical organizations, charitable organizations, patient
organizations or entities of other types. As a general
principle, member companies may conduct such
programs only within the Designated Hospitals after such

hospitals have obtained Use Approval for the drug.

When conducting such PSPs, member companies should

satisfy the following requirements:

(i) the objective of the PSPs must be reducing the
drug use cost of the patients and advancing the
benefits of the patients, not any other objective
such as promotion of the drug, increase of the

drug’s recognition, etc.;

(ii) the patients should be those that may legitimately

receive the prescription of the Eligible Drugs; and

(iii) member companies should comply with applicable
regulatory requirements in China, including
without limitation drug distribution requirements

(if applicable).
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7. Use of Internal Employees for
GBA Hong Kong-Macau Drug
Program Interactions

When conducting the interaction activities listed
above, member companies must ensure that relevant
employees possess the necessary knowledge and

expertise for such activities.

Member companies may use the employees in their
Hong Kong or Macau affiliates for such activities, but
only if such activities of these employees comply
with Chinese laws and regulations, including without
limitation regulations relating to the registration of

medical representatives (if applicable).

8. Development of Scientific,
Medical and Product Materials

During the course of conducting the interaction
activities listed above, member companies may need
to develop scientific, medical or product materials.
When doing so, member companies should satisfy the

following requirements:

(i) the materials must be in simplified Chinese
(whether Chinese only or with another language

such as English);

(ii) the information must be consistent with the drug
approval information in Hong Kong and/or Macau,

wherever the drug is approved; and

(iii) member companies must establish and implement
an appropriate and robust system to review,

approve and manage such materials.
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9. Fulfilment of Pharmacovigilance
Obligations

Pharmacovigilance (“PV”) systems are important tools
in the regulatory process for pharmaceutical products
to safeguard public health, and therefore an integral
component of patient healthcare. Pharmaceutical
companies are the “owners” of a pharmaceutical
product and as such are primarily responsible for
ensuring that necessary PV actions are taken to comply

with applicable PV regulatory requirements.

When conducting interaction activities under this
Guidance, member companies must ensure compliance
with PV-related responsibilities as set forth in applicable
laws and regulations. Member companies are

responsible for:

(i) Continuous monitoring of PV data and scientific
evaluation of all information on the risks of the

drug product in the Greater Bay Area;

(ii) Submission of accurate and verifiable data on
adverse drug reactions (ADRs) to competent

authorities;

(iii) Effective communication with competent
authorities on any information that may impact
the benefit/risk balance of relevant pharmaceutical

products; and

(iv) Update of product information to reflect
development of relevant PV related scientific
and medical knowledge and — when required —
obtaining of regulatory approval for such updates
(including revisions to product labels and inserts),
and communication of relevant information to

HCPs.
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10. Use of Real-World Evidence to
Support Regulatory Decisions

“Real-world evidence” (“RWE”) is the clinical evidence
about the usage and potential benefits or risks of a
medical product derived from analysis of real-world
data (“RWD”, i.e., data relating to patient health status
and/or the delivery of health care routinely collected
from a variety of sources). Over the past decade,
RWE has been increasingly recognized for its value in
China. Since 2019, the NMPA and the Center for Drug
Evaluation (“CDE”) have published several RWE-related
guidelines, through which the two agencies provided
guidance on how to use RWE to facilitate and expedite

the development and approval of drugs.

In light of the above, when conducting RWE programs
in the Greater Bay Area and using RWE to support
drug registrations with the NMPA, member companies
should comply with relevant regulations and guidelines
issued by the NMPA and the CDE, including procedures
and requirements on adverse event monitoring and

reporting.

In addition, member companies must ensure that
RWE programs must have clear and genuine medical
purpose and must be primarily driven by such purpose,
and must not use RWE programs as a means to exert
undue influence on HCPs (particularly their prescribing

decisions) by paying financial benefits to them.
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hESERAE I IMSARAFTIALXTEZERS
China Association of Enterprise with Foreign Investment
R&D-Based Pharmaceutical Association Committee (RDPAC)

JIERMEARXAR=3FLEE 8 SREAKE 1 506

Rm 506, Office Bldg 1, Landmark Tower, No.8 North Dongsanhuan Rd.
Chaoyang District, Beijing 100004, P.R.China

Tel: +86 (10) 6590 7696

Fax: +86 (10) 6590 7697

Email: info@rdpac.org

www.rdpac.org

EERABIGHKS
The Hong Kong Association of the Pharmaceutical Industry (HKAPI)

HEIuAEEE 191 SEEEFRFLC 906-7 =

Room 906-7, 9/F, K. Wah Centre, 191 Java Road, North Point, Hong Kong
Tel: (852) 2528-3061/2

Fax: (852) 28656283

Direct line: (852) 28387099

www.hkapi.hk




