Updated 27 March 2020
Dear Stakeholders
Since the detection of a cluster of unknown pneumonia patients in Wuhan, China, in December
2019, a new coronavirus (CoV) emerged, which was temporarily named 2019 novel
coronavirus (2019-nCoV) by the World Health Organisation (WHO). The virus was
subsequently renamed Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2),
and the disease it causes was named Coronavirus Disease 2019 (COVID-19).
On 11 March 2020, the WHO declared the COVID-19 outbreak a pandemic. To limit SARSCoV-2 spread, increasingly stringent measures are being put in place by individual countries
including South Africa to limit the spread of the virus.
In response to the South African President’s declaration of a national state of disaster in terms
of the Disaster Management Act, on 15 March 2020, National Bioproducts Institute (NBI) has
announced and implemented additional measures to support the call for heightened
awareness and prevention strategies to curb the transmission of the coronavirus, and its
impact on organisations and the broader environment within which they operate.
Guided by the World Health Organisation (WHO), international best practices and directives
by the South African Department of Health (DoH) and National Institute for Communicable
Diseases (NICD), NBI implemented appropriate precautionary measures across the business
to mitigate the risk of virus transmission in the context of the COVID-19 pandemic.
In addition to the effort to prevent spreading of COVID-19 and keeping staff healthy, NBI put
in place measures to limit the impact on business continuity, to ensure the supply of safe and
sufficient quantities of product to our patients.
Subsequent to the declaration of a nationwide lockdown, on Monday, 23 March 2020, NBI as
a manufacturer of plasma-derived medicinal products, and therefore deemed an essential
service provider in terms of the lockdown regulations, has reviewed the potential impact of
coronavirus on the supply of plasma and the production (fractionation) of plasma protein

therapies. The impact is both on the safety of the plasma that NBI uses as a raw material, as
well as the quantity of plasma available for fractionation.

Impact of COVID-19 on the safety of plasma for fractionation
With respect to the supply of safe plasma, all local and international plasma suppliers to NBI
have implemented donor self-deferral strategies based on donor education information
provided by the blood establishments. Donor screening procedures are in place to prevent
individuals from donating plasma who show clinical symptoms (raised temperature/ fever,
cough, difficulty breathing) generally associated with coronavirus infection, including COVID19. In South Africa, a 21-day deferral has been implemented for travellers returning from high
risk countries, as per WHO classification.

With respect to plasma fractionation processes, we note that coronaviruses are relatively large
sized, lipid-enveloped, positive-sense, single-stranded RNA viruses, that are usually
vulnerable to acid-pH, basic-pH, and heat. As such, coronaviruses are highly susceptible to
routine processing steps specifically in place for virus inactivation and removal capacity used
during the manufacture of plasma derived medicinal products. Therefore, based on the current
scientific information, there is a significant level of assurance regarding the viral safety of
plasma-derived products.
Availability of plasma derived medicinal products
With respect to product availability, we acknowledge that the COVID-19 pandemic is
anticipated to have an unavoidable impact on NBI’s ability to manufacture plasma-derived
medicinal products, for the foreseeable future. We are impacted by the reduced availability of
plasma for fractionation, limited availability of other components and excipients, as well as the
direct impact on routine manufacturing operations, as a result of the necessarily restrictive
requirements for operating within the lockdown period, as well as the broader impact of COVID19 on the health and economy of our country and the international community.
We are cognisant that the availability of plasma for fractionation is anticipated to decline as the
number of eligible donors decrease in the coming months, either because of donor deferral or
donor abstention in the context of COVID-19. However, NBI has alternative suppliers and we
will take all necessary and reasonably practicable measures, within the ambit of the highly
regulated environment in which we operate, to ensure that there are sufficient plasma stock
levels to limit the impact on final product availability in the coming months.
NBI has determined that it can continue to manufacture and supply products to the market
within the context of the lockdown and availability of resources to support operations, and in
line with the directives of the relevant authorities in the current COVID-19 scenario. However,

2

the COVID-19 scenario is complex, volatile and fraught with uncertainty. To this end, NBI will
re-evaluate this position as new and significant information becomes available and undertake
to communicate timeously with affected stakeholders.
Our thoughts are with everyone affected by COVID-19 and those struggling to come to terms
with this new reality. We recognise that the fight against COVID-19 remains a collective
responsibility. To this end, we appeal to all stakeholders to follow the precautionary measures
as set out by the relevant authorities, so that we all play our part to limit the spread and the
impact of the coronavirus.

Issued by:
NBI Chief Executive Officer, Mr David Stubbings
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