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Global regulatory agility during covid-19 and other

health emergencies

Enhanced collaboration among authorities is key to ensuring timely access to high quality health

products worldwide
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To manage the covid-19 pandemic effectively, we must have
confidence in our diagnostics and medical interventions. They
must be evaluated with the latest evidence on benefits carefully
weighed against contextual risks, followed by prompt updates
on their quality, safety, efficacy, and performance as further
data become available. The job of regulators is to ensure that
these products are part of the solution and not part of the
problem.

Given the extreme unmet medical need, weighed against the
heightened risk of covid-19, regulators recognise that affected
communities generally have a greater risk tolerance and are
more open to medical interventions based on fewer initial
clinical data. Such “regulatory agility” in a time of complex,
rapidly evolving science is an essential component of every
health system’s effective emergency response. Each regulatory
authority should now examine if its emergency regulatory
mechanisms are fit for purpose and how they can benefit from
wider international regulatory experience.

Globally, regulatory authority capacity for health products varies
widely. Core responsibilities include scientific assessments,
clinical trial and marketing authorisation, assurance of quality
manufacturing, and post-marketing vigilance. About 75% of
regulatory authorities are unable to perform all core functions
consistently well and depend often on better resourced
authorities.' > Lack of regulatory capacity and expertise routinely
compromises timely access to high quality health products and
is an under-recognised problem in weak health systems.’

Especially in emergencies, better resourced regulatory
authorities must remove barriers to offering timely support and
sharing their full documents—such as scientific assessments
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and inspection reports—with less resourced authorities to
support and inform their decision making. Where possible, they
should also include resource constrained authorities early in key
discussions on product development, clinical trials, and
marketing authorisation to tackle different populations’ needs
and facilitate reliance on such work.

Several authorities have mechanisms for authorisation of
diagnostics and medical interventions in emergencies. For
example, the European Medicines Agency (EMA) can provide
conditional marketing authorisation and the US Food and Drug
Administration has a well established emergency use
authorisation process, both of which can be quickly modified
as more data become available during the emergency.*’

Although many less resourced authorities do not have such
specific procedures, valuable lessons were learnt from the
vaccine trials during the Ebola epidemics from 2014 to 2016.
The World Health Organization and the regional African
Vaccine Regulatory Forum coordinated extensive international
regulatory cooperation.’ Key joint meetings with ethics
committees and regulators from affected countries, with experts
from more resourced agencies, accelerated authorisations of
clinical trials. With the support of WHO, this group of regulators
later worked together on assessments for rapid marketing
authorisation of an Ebola vaccine in the affected countries, after
EMA’s favourable scientific opinion.

WHO continues to tackle such gaps in regulatory agility,
recognising that “any country could find itself involved in a
public health emergency and having to put emergency regulatory
processes in place in the heat of the moment, which only adds
to the difficulties in an already difficult situation.”” The WHO
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prequalification programme has emergency use listing (EUL)
processes for diagnostics, therapeutics, and vaccines, which
provide accelerated product assessments against international
standards of quality, safety, and efficacy in public health
emergencies. * Countries lacking emergency regulatory processes
can rely on the EUL mechanism or the work of other trusted
agencies to inform their regulatory decisions and reduce delays
and duplication of effort, provided they receive the same version
of the product reviewed by the reference authority or WHO.

Moreover, multilateral initiatives, such as the WHO
collaborative registration procedure and other global and
regional regulatory forums, can facilitate scientific discussions
and promote reliance based cooperation to ensure regulatory
authorities remain synchronised for timely decisions on
COVID-19 health products.’

Covid-19 is an unprecedented challenge, testing our health
systems and institutional responses. Regulatory authorities play
a critical role and must be empowered by governments to engage
in effective, agile regulation during a health emergency. Such
agile approaches must be implemented now and be “interactive,
flexible, and fast—but contextually rigorous™' to ensure that
we have reliable covid-19 diagnostics and high quality medical
interventions for every country.
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