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Abstract

Objective: The necessity of shifting from management to governance of drug
safety has gained a wide consensus in both academic and practical circles, but
how to act and develop has not been adequately discussed and become a key
issue that needs to be addressed nowadays. This article combines the theoret-
ical essence of governance to establish an analytical framework of “initial
conditions-joint action-governance effectiveness” based on governance theory
to analyze and explain the connotation and mechanism of cross-sector coop-
erative governance of drug safety. Methods: The essence of governance lies in
the creation of joint action capabilities through cross-sector cooperation, as
well as the construction of a national drug safety governance action frame-
work of “3 stages + 1 incubation period”. This article analyzes the connota-
tion of each stage and possible problems or obstacles. Results: Three deep-
seated challenges stem from the lack of information sharing, resource ac-
tion sharing, and power sharing. Conclusion: In order to improve the
modernization construction of China’s drug safety governance system and
capacity, it is recommended to continuously improve Chinese drug safety
governance in terms of governance norms, communication mechanisms,
capacity development, and cross-sector coordination based on a holistic
perspective.

Keywords

Drug Safety Governance, Cross-Sector Cooperation, Collaborative
Governance, Governance Modernization

1. Introduction

In the century-long history of drug regulation in human society, the reform of

drug safety regulatory system has almost always been problem-driven (Yang,
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2017). In both developing and developed countries, after experiencing three ma-
jor problem periods: inadequate supply of medicines, increased threat of technic-
al risks and intensive outbreaks of emergencies, they have now entered a crucial
period for building a more open and transparent drug safety governance system
with the participation of multiple subjects. In order to improve the quality and
reputation of medicines in China and to build a long-term drug safety regulatory
system and mechanism, a common goal-oriented governance model, which does
not involve government authority, is promptly becoming the ideal solution to
such complex cross-sector public issues as drug safety.

There has been a significant shift from government centric authoritarian reg-
ulation to a governance paradigm. The importance of non-government subjects
such as enterprises, social organizations and the public in improving the effec-
tiveness of drug safety governance is increasingly recognized (Hu & Lin, 2017).
But internal government construction, such as the fragmentation of the regula-
tory system, will not be automatically solved by the participation of the private
sector'. At the same time, the equity and transparency of private sector partici-
pation in governance require corresponding guidance and control mechanisms.
As a new type of policy tool, governance is not a simple combination of labor
elements, let alone an infinite increase in quantity. The key to governance is the
coordination and integration of a range of cross-sector elements to produce de-
sired outcomes that could not be achieved by each party acting independently
(Himmelman, 1994). This requires not only unity of purpose and awareness
among the various governance entities, but also clear behavioral planning, such
as developing clear procedures or institutional arrangements (Milward & Pro-
van, 2006), sharing knowledge and resources (Agranoff, 2007; Thomson & Per-
ry, 2006), and fostering multiple leadership roles (Agranoff & Mcguire, 2004).
Regarding the above-mentioned key governance issues, China is still at the initial
stages of exploration, both theoretically and practically. Most of the existing re-
searches focus on theoretical descriptions and discussions of the logic and public
values of drug safety governance, which are enlightening but fail to reveal the
direction and concrete path of drug safety governance reform in China under
the new situation. It weakens the application value and influence of the research
results. In view of this, the core proposition of this paper is to construct a frame-
work for action on drug safety governance in China based on theory and policy
practice, to clarify the key issues or obstacles that should be broken through at
different stages of governance and to propose recommendations for improve-

ment.

'From the perspective of juridical functional classification, the criterion for judging the public and
private nature of an activity should be whether the activity is authorized through laws and regula-
tions. If the subject undertakes administrative tasks, performs administrative duties or governmental
functions, it will fall under the public sector; otherwise, it should be included in the private sector.
This way of classifying the public and private sectors by the responsibilities and attributes of the sub-
ject is also more consistent with the connotation of drug safety governance practices. This paper also
opts to include third-party subjects such as corporations and nonprofit organizations in the private
sector for discussion.
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2. Building a Theoretical Framework for Drug Safety
Governance in China

2.1. Theoretical Mechanism

As a general term, governance usually refers to the act of governing in the public
sector, the private sector or between the public and private sectors. In the con-
text of collective action, governance is defined as “the joint determination of
norms and rules to guide individual and collective behavior”. According to Agra-
noff; “governance is about rules and forms of collective decision-making”. The
mechanism favored by governance is not governmental authority or dictator-
ship, but rather a self-management network based on shared goals (Agranoff &
Mecguire, 2004). Bryson et al. propose that governance is a set of coordinated over-
sight activities that facilitate the maintenance of partnerships or institutions (Bry-
son, Crosby, & Stone, 2006). Emerson et al. distinguish the two decision-making
modes of antagonism and managerialism, stating that governance is “the process
and structure of public policy making and management”, the core of which lies
in the establishment of institutionalized joint decision-making procedures
(Emerson, Nabatchi, & Balogh, 2012). Regardless of how it is expressed, the core
of governance is always to go beyond the focus on traditional public administra-
tors or administrative departments. Through formal and clear institutional ar-
rangements, enterprises, social organizations, experts, the public and other diverse
subjects are guided to participate in the search for broader forms of cross-sector
collaboration to improve the effectiveness of public decision-making and service
provision. Such cross-sectoral cooperation is not a simple combination of labor
elements, but rather a way of overcoming the limitations of independent action
and the potential risk of failure by creating a new capacity to act together (Him-
melman, 1994). Since the 1990s, cross-sector collaboration has been advocated
abroad to address public management challenges. A review of the United States’
achievements in the second half of the last century shows that many of its
achievements in food and drug safety, community health, education, and other
areas were the joint efforts of local governments, businesses, and nonprofit or-
ganizations (Cai, 2015).

Based on the above theories and policy practices, this paper constructs an
analytical framework for the governance mechanism of cross-sectoral coopera-
tion on drug safety (Figure 1), and elaborates the mechanisms for transforming
cross-sectoral cooperation into drug safety governance effectiveness: 1) Cross-
sectoral cooperation needs certain starting conditions to provide motivation
(The Free Dictionary by Farlex, 2021), such as leaders who initiate and ensure
support for governance activities, successful experiences of cooperation, re-
source scarcity or information asymmetry triggered by interdependence, out-
come incentives, etc. The scarcity of drug safety regulatory resources is a com-
mon fact in all countries. With the continuous extension of drug production
chain and the increasing diversification of consumption in modern society, the

difficulty of drug safety risk control will only increase day by day. Regulatory
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Mechanism framework of
cross-sector collaboration in
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Figure 1. Mechanism framework of cross-sector collaboration in drug safety governance.
Source: Rosemary O’Leary, Bingham, and Lisa Blomgren. Big Ideas in Collaborative Pub-
lic Management, Armonk, NY: M. E. Sharpe, 2008, p.78.

authorities, enterprises, social organizations and the public must fully coordi-
nate and integrate their own resources to jointly cope with it, seeking consen-
sus and reaching a common mission in the process (Guo, 2016). Therefore,
formal and informal leaders are required to provide guarantee for governance
(Tian, 2013) and enhance the trust relationship between stakeholders so as to
encourage the smooth development of cross-sector cooperation activities
(Huxham & Vangen, 2000). 2) Cross-sectoral cooperation in the context of
drug safety governance is manifested as a set of shared behavior in a specific
institutional environment, including sharing information, views or ideas, re-
sources or actions, authority, etc. (Fierlbeck, 2010). Institutional environment
refers to the basic regulations and code of conduct for drug safety manage-
ment, which can provide justification for cross-sector cooperation and reduce
the cooperation conflict, interruption or failure (Tullock, 1980). With the
progress and deepening of cooperation, governance subjects will have a sense
of belonging to cross-sector cooperation and their degree of mutual under-
standing and trust will continue to improve. Gradually they will have a new
understanding of the relationship between each other. Then become an highly
interdependent organic entirety and act together towards the common goal. 3)
On the basis of integrating the advantages of individuals and organizations,
cross-sectoral cooperation is most likely to create public value if it can find
ways to overcome or compensate for the disadvantages of individuals and or-
ganizations, which is to produce governance efficiency. These efficiencies are
fed back into the process of cross-sectoral cooperation, thus contributing to a

virtuous governance cycle.

2.2. Action Framework: Multi-Stage Drug Safety Governance
Model

From April 2018 to September 2019, this research conducted a qualitative study

using semi-structured interview with 18 experienced drug safety governance
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policy formulators and implementers from China to collect information on their
perceptions of drug safety governance. The preliminary interview focused on: 1)
the composition of China drug safety governance policy system; 2) what histori-
cal conditions, political factors, or international commitments influenced the
policy formulation process; 3) how to ensure the coherence of drug safety go-
vernance policies, etc. Besides, combined with the goals and requirements of the
13th Five-Year Plan for National Drug Safety, a drug safety governance analysis
framework of “3 stages + 1 incubation period” was constructed from the pers-
pective of development (Figure 2), which was designed according to the actual
situation and reform needs of China. Both the basic cooperation stage and the
“cultivation stage” of legislative coordination stage are preparations for cross-sector
cooperation governance of drug safety. Only when there is a sufficient institu-
tional basis and key governance subjects develop the ability to effectively partic-
ipate in cross-sector cooperation activities, cooperative governance will have the
premise of legitimacy and equality.

China’s drug safety governance is different from the inherent spirit of open-
ness and cooperation in democratic and constitutional states such as the United
States and the United Kingdom, and it is also different from Japan’s good tradi-
tion of industry self-discipline. China’s drug safety governance is confronted
with complex factors not faced by foreign countries, including an unregulated
order of production and distribution, the relative lack of credit environment, a
lagging awareness of corporate responsibility and a fragmented regulatory sys-
tem. In the historical structure of “strong government-weak society”, social au-
tonomy is weak but government capacity is relatively strong. In the early stage of
drug safety governance reform, there is a more prominent demand for improv-
ing the transparency of government decision-making, which should focus on
expanding the scope of information sharing and providing opportunities for
non-governmental subjects to “experience” governance. This stage of governance,
in which information sharing is the main tool and non-government actors are
brought in to cooperate with government action, is referred as the “basic colla-
boration stage” in this paper.

The drug safety governance system is huge and complex. The governance
model based on “experiential” participation and lacking the support of legal sys-

tem is not sustainable. When the degree of government openness and the

Basic collaboration - deepening
stage coordination stage
el collaboration
______ — — —
Information Resources and Power
sharing action sharing sharing

Figure 2. Development path of drug safety governance model in China. Source: based on
expert interviews.
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awareness of civil society’s self-governance are significantly improved, the col-
laboration mode based on vertical absorption will no longer be applicable. It is
necessary to pay more attention to the two-way cultivation of non-governmental
governance capacity and government leadership, which reflects the coordination
between self-governance and external supervision. In this period, the demand
for the in-depth integration of market, society and government sectors will be
more prominent. It's essential to focus on the supply of formal legal systems, pro-
mote the orderly sharing of resources and actions between the public and private
sectors, and enable non-governmental forces to play their necessary role in public
administration and social services. However, if the non-governmental subject de-
velops slowly or fails to meet the requirements of participating in governance, it
may need the government to cultivate its growth through role embedding, pro-
viding direct resources and policy support. Supported by the legal system, this
kind of governance involves the formal and long-term interaction between pub-
lic and private sectors around specific goals, which is called the “legislative coor-
dination stage” in this paper.

The ideal cooperative governance relationship implies fuzzy boundaries and
complex intertwined interactions of multiple subjects. Due to the influence of
the centralized management system, it is easy to exclude the public as a legiti-
mate subject of governance in the management of public affairs in China. There-
fore, the “deepening coordination” stage should focus more on formal public
participation and social supervision mechanisms, in order to break the trust and
cooperation dilemma caused by the historical shortcomings of insufficient regu-
lation and power imbalance, and to promote the integration of a wider range of

stakeholders in terms of concepts, actions and power structures.

3. Analysis of Constraints in the Various Stages of
Development of Drug Safety Governance

3.1. Basic Collaboration Stage

In fact, China is currently at a stage where the maintenance of social order and
the improvement of drug safety are seriously threatened by a serious lack of reg-
ulatory resources and a low level of social integrity. A radical rebuilding of the
governance structure based on these historical problems may not be a good
strategy and risks reducing the efficiency of governance resource allocation.
Therefore, the focus at this stage should be on solving the “accumulated ills” and
doing a good job of in-depth fundamental exploration. Combined with the ex-
isting literature, this paper analyses the main issues facing China’s drug safety

governance reform as follows.

3.1.1. Seriously Under-Resourced Drug Safety Regulation at the Primary
Level

For a long time, primary drug regulatory authorities in China have been faced
with a shortage of office space, law enforcement facilities and law enforcement

equipment, drug safety informatization construction and public service level
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lagging behind seriously, and it is difficult to effectively participate in drug safety
information sharing (Dai, 2013). The data from the 2012 Food and Drug Ad-
ministration Statistics Annual Report show that the rates of equipping special
vehicles for law enforcement and rapid drug testing vehicles in primary phar-
maceutical supervision agencies are only 7.5% and 4.5% respectively. The rate of
equipping instruments and equipment at the grassroots level is even smaller. Af-
ter the institutional reform in 2018, drug regulatory authorities were only set up
at the provincial level, and the supervision of drug circulation in cities and
counties was assumed by market regulatory departments. Although this shift
from “professional regulation” to “integrated regulation” has increased the
flexibility of regulatory resource allocation and helped improve enforcement ef-
ficiency in the long run, there is also a risk that the increased workload of the
primary market regulators will dilute the investment of regulatory resources in
the drug sector, even leading to disruption and disorganization in primary drug

supervision.

3.1.2. Public Risk Perception Bias Caused by Poor Risk Communication
Is Common in Drug Safety Emergencies

Due to insufficient social participation, the public, who are already in a disad-
vantaged position in terms of information, find it difficult to understand the
original intention of the formulation and implementation of drug safety policies
in China, failing to form a correct perception of drug safety risks and drug safety
governance. In the event of drug safety emergencies, this often leads to questions
about the government regulatory capacity and impartiality, even affecting the
effective implementation of emergency management measures. Taking the
“Changchun Changsheng vaccine” incident in 2018 as an example, public an-
ger at the companies involved in the case extended to distrust of domestic vac-
cines and vaccine regulation in China. In a survey on the attitude towards vac-
cination conducted among 5775 parents in Gansu Province, 13.85% of respon-
dents said they are unwilling to continue receiving rabies vaccines. 38.29% of
respondents believed that imported vaccines are safer than domestic vaccines
(Liang, Liu, & Zhang, 2020).

3.1.3. Structural Contradictions between the Stage of Development of
the Pharmaceutical Industry and the Requirements of Integrity

The key to ensure the safety of medicines is production, not regulation. Ideally,
enterprises should take on the role of “the first person responsible for drug safe-
ty” to improve drug safety. In fact, China is in a critical period of economic and
social transformation. Traditional moral values have been greatly weakened. The
contract-based market mechanism is not yet perfect and lacks effective restraint
for manufacturers and distributors. Serious drug safety incidents, such as the
“Acanthopanax injection”, “chromium-exceeding capsules” and “Changchun
Changsheng vaccine”, have occurred from time to time. The level of integrity of
the pharmaceutical industry is incompatible with the level of economic devel-

opment and the stage of social development in China. There is an urgent need to
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raise the cost of violating the law for pharmaceutical enterprises, and to establish
a perfect industry integrity standard and a mechanism for restraining and pu-
nishing breach of trust (Sun, 2013).

3.2. Legislative Coordination Stage

The key to the formation and maintenance of cross-sector partnerships is the
creation of interdependence, based on a clear institutional framework and the
ability of stakeholders to participate effectively in governance. The “legislative
coordination stage” will be the process of rebuilding a public-private partnership
for drug safety from scratch, unlike an administrative commission or a pub-
lic-private partnership. The key to the success of such public-private partner-
ships, which are joint actions focused on maximizing the public health interest,
lies in the development of laws and rules for collaborative governance through a
specific process (Ansell & Gash, 2008). The construction of a scientific and clear
system of drug safety governance is not only to provide social organizations, en-
terprises, the public and other governance subjects with standardized guidelines
(Shen & Liu, 2017), but also to legitimize the governance powers of public and
private sectors, promoting the formation of a close interdependent and su-
pervised relationship between the public and private sectors, achieving sub-
stantial sharing of resources and actions. Drawing on foreign experience,
most collaborative drug safety governance needs to be based on effective me-
chanisms for information sharing, joint decision-making and cross-sectoral
coordination, which is precisely the main deficiency in the institutional de-
velopment of China. Based on the construction of relevant governance sys-
tems, this paper analyses the possible challenges and logic of the legislative
coordination stage.

3.2.1. Information Sharing Lacks Sufficient Legal Ranking and External
Supervision in China

Information sharing is the foundation of collaborative governance. Imagine if
the public has little or no knowledge about government regulation or manufac-
turing and distribution of pharmaceutical enterprises, then there is no way to
talk about collaboration. If the government fails to provide the public with
adequate and effective information, then the so-called construction of a ser-
vice-oriented government is just a magnificent farce (Stiglitz & Song, 2002). At
present, the highest level of government information disclosure law in China is
only administrative regulations, People's Republic of China Government Infor-
mation Disclosure Bill. Compared with the United States, The United Kingdom,
Japan and South Korea, the lower legal rank limits its effectiveness (Table 1).
The lack of clear definition of the exception rule for information disclosure has
inevitably increased the arbitrariness of information disclosure behavior.

3.2.2. Non-Governmental Demands Are Difficult to Be Adequately
Reflected in the Drug Safety Governance Decision-Making Process

The report of the 19th National Congress of the Communist Party of China
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Table 1. Comparison of sources of information disclosure systems in various countries.

Promulgation The highest .
Country . Main content
time order law
Peoplé s Republic of It marks that China’s
. China Government  government information
China 2008 K ) ]
Information disclosure has stepped into an
Disclosure Bill era of “law to follow”.

It establishes the government’s
obligation to disclose
information. Under the guidance
of “disclosure as the principle,
non-disclosure as the exception”,
. Freedom of L .
American 1966 ) everyone living in the United
Information Act
States has equal access to all
types of information held by
the government, except in
cases where disclosure is

explicitly stipulated.

It provides public “access” to
information held by regulatory
Freedom of authorities and gives citizens
UK 2000 X .
Information Act the legal right to know whether
certain government information

exists and to obtain it.

It empowers every national
South Access to . .
1996 , with the right to request
Korea Information Act . K .
information disclosure.
It mainly makes the rule about
the disclosure of administrative
documents, appeals against,
consultation, information
Access to . .
Japan 1999 i disclosure review board, the
Information Act )
procedure of review board
investigation meeting and
special cases of litigation

jurisdiction.

Note: compiled based on information from the official websites of each country.

proposed to “build a social governance pattern of co construction and sharing”,
encouraging enterprises, social organizations, and the people to actively partici-
pate in the construction of the pharmaceutical and health sector. But until now,
the participation of the above-mentioned entities has been very limited in the
form and scope of drug safety governance. The main focus is on propaganda
education and “experiential” enforcement. There is no channel for social re-
sources to intervene in the design of drug safety policies and technical assurance
or other specialized work (Zhang, 2017). In addition, the standardization of

non-government participation in governance is insufficient. There is a lack of
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systematic planning to ensure the proper and orderly participation of stakehold-
ers in governance, such as Australia’s Therapeutic Goods Administration (TGA)
Blueprint for the Future and the FDA Advisory Committee on Consumer Re-

presentation in the United States.

3.2.3. Cross-Sector Coordination Issues

For the supervision of Research and Development (R & D), registration, manu-
facturing, distribution, and use of drugs, which is the whole life cycle of drugs, is
a joint effort completed by departments of drug evaluation, market, health, in-
dustry and information technology, etc. The complex configuration of regulato-
ry functions makes it difficult to maintain the coordination of interdepartmental
work. Especially after the new round of institutional reform in 2018, in addition
to the reorganization of central ministries’ institutions and functions, the confi-
guration of drug safety regulatory authorities has become extremely challenging
in local governments and local market regulators. Besides, there is a lack of a
strategic coordination framework for public-private cooperation governance. The
actions of public and private sectors are inevitably uncoordinated or even con-
tradictory due to different goals and interests. For example, China explicitly pro-
hibits individuals from selling or reselling drugs that are not approved to be
marketed in China, so as not to threaten patients’ life and health by changing the
quality and safety of drugs during transportation and storage. However, the
overseas purchase of drugs similar to the Lu Yong case is still a hot phenomenon
(Hu, 2014), reflecting the contradiction between enhanced safety regulation and

diverse social needs.

3.3. Deepening Coordination Stage

There is a bottleneck in the public’s ability to participate in the governance of
drug safety issues with strong professionalism. Even “professional fake fighters”
with a certain degree of expertise are mostly concerned with details such as
packaging and labeling, who are unable to identify deep-seated drug safety risks.
Therefore, large-scale community participation may not be a good strategy for
situations where rapid decision-making or implementation is necessary. Espe-
cially when the public doesn’t have the capacity to effectively participate in drug
safety governance activities yet, an emphasis on openness, democracy, and pow-
er sharing may instead reduce governance efficiency. However, it needs to be
emphasized that any decision involving public interest must be premised on
gaining the understanding and support of the public (Neto, Brandio, & Cer-
queira, 2008). As the drug safety governance has the highest social sensitivity
and is fundamental to people’s livelihood, the public’s attitude and behavior
should not be ignored. The role that the public can play in the drug safety go-
vernance system will eventually become an important influencing factor for the
improvement of governance effectiveness. This paper argues that, after the rela-
tively mature institutional foundation and industry integrity conditions are in

place, the “deepening coordination stage” should promote and pay more atten-
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tion to the formal integration of social forces into the governance system. In this
case, they can have the power of self-choice in terms of participation ability and
path, so as to truly realize the transformation from “passive participation” to
self-management. This is an exceptionally complex, time-consuming and re-
source-intensive process, the fundamental obstacle of which is the weak rela-
tionship of trust between our government and society.

Firstly, the political opportunities on which the birth of Chinese society de-
pended on originated from the all-powerful state system established under the
leadership of Marxist parties. Modern society emerged only after state power
had almost reached its peak, which is completely different from the historical
logic of Western capital societies involved in the creation of the state (Fan,
2019). In other words, our society is not the product of its own burgeoning and
struggle, but grew up under the policy created by the ruling party and state
power consciously. Although social forces have generally grown in our country,
as in most democracy countries, there is a serious “disconnect” between gov-
ernment and society. For a long time, the government has been charged with the
triple task of strengthening regulation, ensuring drug safety, and promoting in-
dustrial development. The government has overly strengthened its own func-
tions while neglecting the integration and cultivation of social resources, result-
ing in a serious path dependence of public participation in the governance of
drug safety issues (Yang, 2017). This is the root cause of the fragile relationship
and lack of trust between the Chinese government and society.

Secondly, although our government has made a lot of efforts to enhance pub-
lic confidence in China’s drug market and drug safety regulatory capacity, in-
cluding encouraging social supervision, implementing a reporting reward sys-
tem, and significantly increasing the cost of corporate violations. However, the
experience of frequent drug safety incidents, under-reporting by local govern-
ments, and lagging information disclosure has destroyed the foundation of pub-
lic trust. As the construction of drug safety risk communication institution is
just the beginning, the cultivation of public trust will be extremely slow and dif-
ficult, and will often fall back or lost due to inadequate or inappropriate risk

communication.

4. Research Conclusion

The adoption of the governance model undoubtedly points the way to the
reform of the already increasingly weak government-underwritten drug safety
regulatory system. Besides, in order to improve the effectiveness of drug safety
governance, the participation of enterprises, social organizations, the public (pro-
fessionals, such as doctors, pharmacists, etc.) or the media in governance re-
quires a good framework of action and institutional environment as support
(Sun, 2013), and cannot rely solely on the will or responsibility of each party.
China’s current governance preparation and socioeconomic development stage

determine the cross-sector cooperative governance of drug safety can’t be achieved
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overnight. It is inevitably a process of gradual development. As mentioned above,
this paper constructs a “three-stage” drug safety governance development frame-
work, which helps to recognize the current situation and development trend of
drug safety governance more systematically in China, hoping to address theoret-
ical research and practical challenges in a targeted manner. However, as the
boundaries of each stage are not clear, there are overlaps and iterations. To en-
sure the smooth progress of governance reform, this paper designs specific poli-
cy actions based on a holistic perspective and recommends continuous im-
provement in the modernization construction of China drug safety governance
system and capacity from various aspects such as governance norms, communi-

cation mechanisms, capacity cultivation, and cross-sector coordination.

5. Reflections and Suggestions

5.1. Establishing Legal Norms for Collaborative Drug Safety
Governance

A series of activities related to multiple interests, such as formulation of drug
registration standards, drug safety inspection, medical insurance access policy
and centralized drug procurement policy should have a clear cooperative gover-
nance framework and rules to legitimize the governance power of public and
private sectors. At the same time, the limits of collaborative governance must be
rationally examined, otherwise it is likely to be degraded into a strategic re-
sponse to administrative intervention or public opinion inducement (Zhang,
2015).

It is recommended that the boundaries of the government’s duties and re-
sponsibilities, the content of corporate self-governance and the limits of social
participation be clearly explained in the form of legal documents. Relevant
departments establish governance norms covering all levels of government
sectors and various regulatory measures. Through legal empowerment, non-
governmental subjects can truly participate in the consultation, decision-
making and action process of drug safety governance policy, so as to prevent
them from becoming “chosen people” and to promote the coordination of ad-
ministrative regulation, industry self-governance and social co-governance.
For example, the UK government classified drug safety matters into three le-
vels of low, medium, and high risk based on the principles of risk governance.
The scope of industry participation in governance has been formally defined
through legal authorization such as the Health and Social Care Act and the
Pharmacy Act (Chen, Wang, & Sun, 2015). Specifically, it mainly empowers
pharmaceutical enterprises and industry associations to govern themselves in
low-risk change affairs and medium-risk matters such as drug advertising
complaints and management of pharmacy compliance. This has helped to im-
prove the efficiency of administrative resources and prevented the possibility
of arbitrary enforcement by the UK Medicines and Healthcare products Regu-
latory Agency (MHRA).
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5.2. Ensure Equal Communication between Governance Sectors

Collaborative cross-sector governance is based on the equal dialogue among
stakeholders, which is the key to enhancing trust and breaking down various
barriers that prevent stakeholders from reaching consensus and joint action. To
ensure equal communication, it is recommended that the government take full
leadership and follow the principles of openness, transparency, and responsive-
ness: 1) Openness refers to increased accessibility. The government can invite
experts and industry representatives to dialogue at appropriate points in the
drug safety system design, evaluation and decision-making, with the aim of
submitting evidence, discussing and improving the regime design and evaluate
draft regime. 2) Transparency refers to making stakeholders aware of the process
and considerations of drug safety system decision-making, such as publicizing
government meeting minutes, flight inspection records, etc. on official websites,
which can also be provided upon the request of society or market entities. Out of
concern for confidentiality and proprietary information protection, full infor-
mation disclosure may lead to some problems. However, as long as the rules are
well designed, the public can usually tolerate the relative lack of transparency. 3)
Responsiveness refers to the extent to which government actions have met the
needs and expectations of stakeholders. For this purpose, it is necessary to estab-
lish a unobstructed information platform and feedback channels so that relevant
information can be fed back to stakeholders in a timely manner. It is recom-
mended that a comprehensive feedback platform for proceedings be established
jointly with drug regulatory departments at all levels, drug audit agencies, in-
spection and testing and risk assessment centers. We use modern network sys-
tems such as wechat, microblogs and portals for instant communication to effec-
tively respond to the voices of industry and society. The indicators of feedback
efficiency and satisfaction will then be incorporated into the performance as-

sessment of each department’s government affairs.

5.3. Cultivate the Capacity of Stakeholder Co-Governance at the
Appropriate Time

The universal and profound differences actually exisiting in knowledge struc-
tures, values, and interests among governance entities from different sectors
make collaborative governance complex and unpredictable. Nurturing the subs-
tantive capacity of all sectors to participate in drug safety governance is essential
to prevent “formal democracy” or “loose coupling”.

Firstly, in order to make social organizations play the essential role in colla-
borative governance, it is recommended to help social organizations construct
themselves through resource investment and policy support to eliminate their
inertial dependence on the government (Duan, 2020). For example, highlight the
advantages of industry associations in terms of social resources and professio-
nalism, promote industry associations to undertake the necessary drug safety

regulatory functions and explore new models of industry associations to partici-
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pate in the drug governance decision-making. Drug testing institutions and so-
cial testing institutions cooperate to establish a reasonable evaluation, stimula-
tion and responsibility mechanisms, which also helps to improve the technical
service capacity and professional quality of social testing institutions.

Secondly, fostering public-dominated social forces focuses on enhancing know-
ledge and consensus. In addition to public education to create a favorable envi-
ronment for governance, substantive public participation requires feedback chan-
nels, consultative power, and opportunities to change government decisions. For
example, make sure public participation influencing policy-making, seeking public
suggestion in the design of participation pathways and providing the informa-
tion needed for public participation to ensure that participation is conducted in
a positive and meaningful way. Don’t forget to inform the participating public
about how their views will influence the final policy making. This is an inevitable
choice to improve the democracy of decision-making and promote the realiza-
tion of collaborative governance goals.

Finally, the key to the cultivation of corporate social responsibility lies in the
establishment of a credit mechanism that runs through the entire life cycle and
connects the whole regulatory chain before, during and after the event. The cul-
tivation of corporate social responsibility should also strengthen the support and
guarantee function of credit management. It is recommended to make full use of
the national “Internet + supervision” and other systems to establish a risk pre-
diction and early warning mechanism, so as to early detect and prevent cross-
regional drug safety risks. Utilize big data to dynamically monitor the manufac-
turing and distribution of pharmaceutical enterprises and their regular characte-
ristics, and take the initiative to find and identify clues of violations. Where ma-
jor problems are found in the sampling and inspection, the enterprise shall ac-
tively assume responsibility and disclose them properly on the Chinese govern-

ment website or other channels.

5.4. Establish a Multi-Level Cross-Sector Coordination Agency

Strengthening cross-sector coordination is essential to improve the efficiency of
drug safety governance decision-making and governance effectiveness. Specia-
lized agencies in central and local government are proposed to address the prac-
tical challenges encountered in drug registration, manufacturing and distribu-
tion regulation in a targeted manner. For example, Japan employs administrative
organizations to coordinate central and local governance. The United States, on
the other hand, has established a federal-state relationship coordination section
inside the FDA Office of Regulatory Affairs (ORA). Besides, it is suggested that a
platform can be provided to support the stakeholders to reflect their demands
through round tabled meetings, forums or the establishment of consultative or-
ganizations. Canada provides a consultation platform for officials at all levels,
drug manufacturers and distributors, associations and chambers of commerce

through holding regular round-table meetings. In addition, consideration can be
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given to dividing the country into a number of regulatory functional areas. Set up
inspectorate dispatched agencies directly under the State Drug Administration to
coordinate cross-regional matters and investigate to handle major drug safety

cases. Convert section-based workflow to flat policy coordination.

6. Discussion

Since the research on drug safety governance is oriented toward public man-
agement or administration and has a certain level of difficulty and depth in un-
derstanding, the interviewees are mostly concentrated in government depart-
ments and policy research institutions. This research merely represents the opi-
nions of special groups who have related experiences, thus with certain limita-
tions. In the future, if the scope of the survey can be further expanded to other
government departments or even private sector entities such as the press and
media or pharmaceutical enterprises, it will probably enrich the connotation of

the drug safety governance system.
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