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Never the Same Again
Tectonic Shifts in Global Life Sciences  

Regulations Opens Doors to Future Progress
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Bill Greenrose, and Malka Fraiman1

Summary: While the pandemic introduced many global 
challenges in the life sciences industry, it also brought 
accelerated global scientific and regulatory collaborations 
and innovations. As the industrial and regulatory landscape 
continues to evolve, it’s vital for stakeholders to have clarity 
on the next steps to help them prepare their people and 
systems for the next global crisis.

The life sciences industry impacts the most precious 
resource of every country—its people. Thus, govern-
ments have a vital interest in the industry, an interest 
evidenced in the approaches taken to regulating vaccine, 
drug, and medical device companies. However, even in 
what might be generously termed ordinary times, the 
global life sciences regulatory ecosystem evolves. Yet 
since the outbreak of the COVID-19 pandemic in early 
2020, that ecosystem has experienced tectonic shifts.

According to a new Deloitte report titled “Never the 
same again,” the COVID-19 pandemic presents a case 
study in the ways in which the global life science 
regulatory community, life sciences industry, and 
health care system responded to a global outbreak of a 
communicable disease.2 The report explored five major 
economies (United States, European Union, Japan, 
China, and India) and their responses to the pandemic. 
While the United States’ pandemic response at both the 
national and local levels has received widespread and 
almost constant media coverage, the same is not true 
of the other four major economies, which is why they 
are covered in depth in this article.

These non-US economies’ responses varied in timing, 
intensity, and effectiveness in keeping with their indi-
vidual regulatory structures. Also, inevitably, their 
responses reflected the levels of economic development, 
regulatory infrastructure, political integration, 
communication capabilities, resource allocation meth-
ods, and cultural values.

Simultaneously, actors in both the public and private 
sectors engaged in unprecedented levels of information 
sharing, collaboration, and cooperation which broad-
ened and accelerated a wide range of regulatory, 
research and development (R&D), testing, production, 
and distribution processes. In the end, these new 
developments and approaches provided new possibili-
ties on what can be accomplished in the public health 
arena while facing a crisis.

Declaring Health Emergencies
A declaration of a public health emergency positions a 
country’s decision-makers to enact extraordinary 
measures. Those measures impact citizens’ behavior as 
well as governmental regulatory agencies, life sciences 
companies, and the health care industry to transition 
into operating in “crisis mode.”

The pandemic health emergency declarations varied in 
scope, timing, and impact—across the economies we 
examined—but every declaration ultimately positioned 
regulatory bodies and other government agencies and the 
life sciences industry to operate in a state of emergency. 
However, the success of the response depended heavily on 
a country’s laws as well as on governance structures and 
mechanisms by which actions of agencies and institutions 
could be coordinated through a centralized approach.

For example, it was not until November 11, 2020, that the 
European Commission (EC) proposed rules that would 
give the European Union (EU) the power to declare a 
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health emergency and act more independently of the 
World Health Organization (WHO).3 The proposed rules 
focused on enhancing the current legal framework for 
serious cross-border health threats and reinforcing the 
crisis preparedness, and defining the response role of key 
EU agencies, namely the European Centre for Disease 
Prevention and Control (ECDC) and the European 
Medicines Agency (EMA).4

However, at the onset of the pandemic, this rule was not 
in effect; therefore, the regulatory response was frag-
mented and differed across the EU. This left the 27 EU 
member states to adopt varied approaches either alone 
or in combination with other member states. These 
varied approaches included constitutional states of 
emergency, statutory regimes, measures adopted under 
special legislative powers, and measures adopted almost 
exclusively under ordinary legislation (Figure 1).

In April 2020, Japan’s government issued a state of 
emergency based on the Act on Special Measures 
concerning Countermeasures against Novel Influenza 
and Other Diseases.5 The specific measures were left to 
local governments, and there was a lack of ability to 
enforce the measures. Thus, the effect of the declara-
tion of a state of emergency was partial and was 

challenged by violators and shown to be unenforceable. 
Therefore, in February 2021, a revised Special Measures 
Law was enacted to enhance the effectiveness and 
enforcement of countermeasures.6

China’s response was centralized and enforceable. China 
declared a public health emergency in late January 2020 
in 24 provinces and cities as a Level 1 response—the 
highest of four—covering some 1.2 billion people.7

Modified Processes and  
Unprecedented Collaboration  
Between Regulators and Industry
The extremely uncertain conditions generated by the 
pandemic prompted regulators to set priorities for 
diagnostics, treatments, and vaccines and for devices 
including diagnostic test kits, personal protective 
equipment (PPE), and ventilators.

The readiness and ability of regulators to relax certain 
requirements, lower barriers to entry, and accelerate 
approval processes ultimately facilitated rapid public 
and private sector responses. In addition, collabora-
tions between regulators and life sciences companies 

reached unprecedented levels, facilitat-
ing innovation and development of 
products and accelerating their intro-
duction to the market.

The relaxation of regulatory standards 
and heightened collaboration were 
evident across all five economies but, like 
the health emergency declarations, 
varied in their extent. Exercising the 
ability to relax regulations and to collab-
orate while maintaining product safety 
always requires a balance sought by 
regulators and the industry.

For example, in Japan, the Pharmaceu-
tical and Medical Devices Agency (PMDA) 
generally responded within existing rules 
without special measures, although the 
PMDA did introduce several regulatory 
changes. However, from March to May 
2020, PMDA announced temporar y 
deregulation in several areas to ensure a 

FIGURE 1: EU Member States used various mechanisms to declare emergencies
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stable supply of existing products and to approve new 
COVID-19-related products. Before the pandemic, the 
regulatory framework for fast-track approval in emergen-
cies was unclear.8

Unprecedented Collaboration  
Between Regulatory Authorities

Collaborative efforts to combat the pandemic not only 
occurred within various countries or regions or between 
regulators and companies but often spanned the globe 
and also occurred between regulatory agencies. These 
global, cross-border collaborations focused primarily on 
creating or relying on preexisting clusters of technical 
experts, sharing research results, leveraging inspection 
reports, and disseminating information. However, not 
unexpectedly, the results were variable.

For example, the U.S. Food and Drug Administration 
(FDA) and the EMA worked extensively together. 
However, other countries and regions took a less collab-
orative approach, preferring instead to rely on the WHO.

Where collaborative forums and frameworks existed 
among regulatory agencies prior to the pandemic, they 
were particularly useful because they enabled regulators 

to share data, exercise vigilance, and coordinate 
approaches within established trusted relationships. 
Some examples of these preexisting forms and frame-
works include:

• The International Council for Harmonization of 
Technical Requirements for Pharmaceuticals for 
Human Use (ICH),9

• International Coalition of Medicines Regulatory 
Authorities (ICMRA),10 and

• China’s National Medical Products Administration 
(NMPA) which participated in the third Asian 
Network together with India, Indonesia, Japan, 
South Korea, Malaysia, the Philippines, Singapore, 
Vietnam, and Myanmar.11

Amongst Industry, Companies Joined Forces

The pandemic brought the industry, and even companies 
outside it, together to engage in levels of collaboration 
not seen in pre-pandemic times. The urgent need to 
develop treatments, vaccines, diagnostics, and medical 
devices, along with the relaxation of related regulations, 
allowed life sciences companies that are competitors to 
cooperate in developing solutions to scientific problems. 

FIGURE 2: Global collaborations among life sciences companies
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It also prompted non-life sciences companies to enter the 
arena, if only temporarily, to help address raw materials 
shortages, digitalize more of the drug development 
process, and enhance manufacturing capacity.12

The results demonstrated the power of collaboration 
to accelerate development by tapping core competen-
cies of selected contributors and to supplement 
production by using facilities in specific locations to 
meet capacity and distribution needs accelerated 
product introduction (Figure 2).13

Assessing the Industry Impacts
Innovation, Efficiency, and Disruption

The pandemic’s primary impacts on the life sciences 
industry included accelerated product innovation and 
improved business efficiency. It also accelerated the 
preexisting trends of remote work and process digitali-
zation, often with the support of regulatory agencies.

However, these impacts came at the cost of business 
disruption. “Normal business” in the life sciences 
industry became a lower priority and experienced some 
setbacks. Two prominent adverse effects included 
disruption of clinical trials for non-COVID-19 products 
and reduction in regulatory inspections. (Figure 3).

Although in the short term the pandemic has affected 
business as usual, it may prompt most countries to 
consider ways to enhance their public health systems in 
the future and potentially adjust regulatory approaches 
to speed up drug registration and approval processes 
which may lead regulators to establish more rapid 
approval mechanisms.

What Do These Impacts Mean for the Future?
Now is the time to assess the impacts of this health 
crisis, especially as governments worldwide begin 
discussing what the “new normal” looks like in the face 
of endemic coronavirus. Although the pandemic is 
ongoing, there is enough information to explore the 
strengths and vulnerabilities it has exposed and a 
potential direction to take going forward. For life 
sciences companies, regulators, and government, we 
believe some of the crucial lessons include:

Prepare now for the next  
health or other global crisis

Many responses were rapid, effective, and efficient, 
others less so. Specific areas to consider might include 
capabilities for analyzing data on infections and inter-
ventions, forecasting developments and needs, and 
mounting effective responses. Currently, it is a good 

FIGURE 3: FDA insinspection reduction trends
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time to review methods of goal setting, communicating 
effectively, coping with change, and managing an often 
remote, stressed, and diminished workforce.

Take a proactive approach  
to regulatory agencies

For the private sector, the pandemic provides an oppor-
tunity to review the ways in which regulatory responses 
affected organizations and how these regulatory changes 
benefitted or hindered their efforts. Useful activities 
might include:

• Identifying potentially negative impacts of changes 
while operating in “crisis mode;”

• Considering changes that would benefit the 
organization, the larger industry, and health care 
ecosystem if they were institutionalized and carried 
forward; and

• Developing positions on these matters and 
presenting them to relevant regulators, either 
directly or in concert with other companies

Consider—and accelerate—digital 
transformation

Regulatory agencies in most of the major economies 
discussed here approved remote telehealth visits for 
patients, for prescriptions, and for follow-up visits. 
Regulators also employed remote inspections of clinical 
trial sites and manufacturing facilities and digital 
communication of clinical trial data, and similar 
tech-enabled interactions.

Within companies, interactions between sales repre-
sentatives and health care providers have occurred 
through virtual meeting platforms, which can save 
time, money, travel, and human resources. The critical 
lesson is that digital transformation needs to be 
embraced but also planned for carefully and with all 
due attention to security.

Foster closer collaboration  
with other organizations

Many vaccine, drug, and medical device companies—as 
well as regulators—were able to collaborate fruitfully in 
the face of the pandemic. Therefore, companies should 
consider ways in which some heightened level of 

inter-organizational collaboration could be beneficial 
going forward.

Ask “What if?”—and ask it often

It has been said that a mind stretched to new limits 
resists a return to its former boundaries. It remains an 
open question whether this becomes true for regulators 
and life sciences companies because of the pandemic. 
Perhaps, but it will require new habits of mind as well as 
new ways of operating.

Develop and Implement Leading Practices

The broader health care and life sciences ecosystem 
would benefit from the development and promulgation 
of leading practices in each of the five areas outlined 
above, based on the needs raised by this global health 
crisis, especially for health care system risks and oppor-
tunities. Doing so will involve a robust analysis of the 
costs, benefits, and oversight considerations.

Conclusion
The COVID-19 pandemic presented a significant chal-
lenge to the life sciences industry and its stakeholders; 
however, it also provides for an opportunity moving 
forward to improve, shape, and digitize the industry’s 
regulatory and compliance processes to be more safe, 
efficient, and effective. In turn, that can facilitate a 
faster product lifecycle and bring products to market 
quicker and with improved safety. Collectively, the life 
sciences ecosystem players can shape the future of the 
industry and improve public health.
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