Pharma & Biotech

Stress Test for The Supply Chain
Proactive Risk Management in Material Procurement in Times of a Pandemic
The pandemic triggered by Covid-19 has a major impact worldwide. As a result, all branches of industry are faced with various
challenges. As a leading contract manufacturer (CDMO) for numerous pharmaceutical companies, the Aenova Group is an important part of the value chain in the pharmaceutical industry and is
primarily confronted with the issue of always ensuring the supply of
patients with partly vital drugs.

During the first phase of the Covid-19
pandemic in spring 2020, it became
clear to many industries that the
challenges of globalization and the
relocation of raw material production
to Asia had been accepted, if not ig
nored, for many years.
The special problem within the
pharmaceutical industry is that, on
the one hand, the active ingredients
are either only available in Asia or — if
they are produced in Europe — the intermediates are often of Asian origin.
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An additional challenge is that
in the highly regulated pharmaceutical market, many dossiers only allow for one source of raw materials,
which further exacerbates the situation.
In order to master this stress test
for the supply chain and to ensure
that supplies run as smoothly as possible, proactive risk management and
permanent communication with all
stakeholders, both internal and external, is essential.

Creating Transparency
Creating a transparent end-to-end
view of a complex multi-stage supply chain starts with the first step of
identifying critical materials and the
main reasons for their criticality. A
distinction should be made between
direct and indirect materials.
Affected indirect materials are
mainly PPA articles (personal protection accessories), such as masks,
gloves, etc. Here, during the first
wave of the pandemic, availability
was the main driver due to exploding
demand and cost.
Direct materials are all raw materials like active ingredients, auxiliary
materials, etc. and packaging materials.
The drivers for the procurement
risk with the direct materials are the
place of production for both the raw
material and the preliminary prod
ucts (so called intermediates), how
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high the local infection occurrence is
(in the actual pandemic, the current
status of the Covid-19 risk area), the
number of alternative procurement
sources and their location, the status
of the stocks in the creation of value
chain and the demand situation of the
customers. In this context Aenova developed a risk index analysis on material level.
Furthermore, the relevant suppliers and subcontractors must be illuminated: Drivers for supplier risk
are the current situation and the prob
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ability of a factory closure, capacity
availability, supplier risk management, credit status, etc. This resulted
in a risk index analysis at supplier level.
In addition, the risk factors that
specifically occur in a pandemic are
added: These are mainly factors that
are difficult to influence and con
stantly changing, such as export regulations for certain raw materials,
travel restrictions, border closures,
availability of means of transport,
etc. This resulted in a risk index analysis based on pandemic considerations.
As a result, these three risk indices
were combined, a specific risk profile
was derived from them and presented in a risk-based overview.

Derive and Track Measures
and Established Supplier
Networks
Based on the risk indices we at Aenova
have developed a risk tracking tool.
In this tool the risks are continuously
evaluated, risk effects are estimated,
measures for remedy are defined and
the control of the individual risk is
evaluated and monitored.
This approach allows to visualize
and communicate the problems and
solutions in a transparent and timely
manner during the pandemic and to
make quick decisions.
For the visualization of the process a traffic light logic was estab
lished, which divides the risks into
three levels — red, yellow and green.

in an agile and holistic way, even
across company boundaries.
Innovation and digitization — including the use of artificial intel
ligence —, knowledge management
and the integrated planning and networking of the entire value chain play
a decisive role for the future and continuous improvement.
The result is an early warning system with more and more real-time
data that can be incorporated into
processes to react as quickly as possible to volatility in the state of a pandemic before the situation becomes
problematic.
As a final overarching point, the
importance of well-established supplier partnerships and networks has
become clear. It is crucial to continue
to invest in trustworthy supplier relationships in the future and to identify,
build and develop strategic suppliers.
Aenova has succeeded in doing this.
In conclusion, it remains to be said
that the Corona crisis has highlighted many grievances that now need
to be remedied in a holistic, systematic and sustainable manner in order
to be even better prepared for future
stress cases in the supply chain. After all, the focus remains on ensuring
that patients are supplied with medicines, some of which are vital.

Aenova Group
Aenova is a reliable partner and a worldwide leader in drug product man
ufacturing and formulation development services. As one of the world’s
largest CDMOs, Aenova offers a full range of dosage forms and integrated
packaging services as well as pharmaceutical services including clinical
trial supply, analytical and formulation development services. The company, headquartered near Munich, operates 15 production sites and sev
eral sales offices in ten countries around the world. More than 4,300 employees contribute to the group’s success.

◾ Green: Risk identified and mea
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sures initiated to avert risk.
◾ Yellow: Risk is already advanced,
but effects can still be minimized
or managed by replanning so that
there is no “business impact”.
◾ Red: The risk has occurred and efforts must be made to reduce the
damage.
An important component for the implementation, communication and
accuracy of information is digital
support by systems and the associated creation of a “source of truth”.
In the resulting risk tracking tool,
the raw materials and packaging materials concerned are listed. For each
risk material, the information de
scribed above, such as specification,
single source status, possible alternative sources, expected delivery time, affected customers, etc. will be included.
Furthermore, the exact facts of the risk
are described and evaluated and measures are derived and implemented.
Due to the high volatility during
the pandemic, risks and measures
are tracked daily to enable an immediate response to constantly changing
situations.

CDMOs depend on a large and complex global supply chain. The pandemic has highlighted were supply
chains are at greater risk of being
disrupted. Our “lessons learned” can
be divided into external, industryspecific and internal learning effects.
In terms of external learning effects, the focus is on the obvious dependence on raw material sources,
especially in Asia. Here, the political
and strategic decision must be made
to ensure that the production of vital raw materials is once again carried out in Europe. Another important
point is the high proportion of singlesource suppliers in a highly regulated
environment. Here the identification
and approval of alternative resources
is fundamental.
Internally, the lessons learned and
ad hoc actions are now being transformed into sustainable processes
and integrated into the company’s internal business continuity program.
A further step towards faster solution finding was to leave routines behind and to work together effectively
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Leading CDMO Rentschler Biopharma has agreed with Pfizer and
BioNTech to handle the downstream
purification
process
for
the
partnership’s mRNA-based Covid-19
vaccine.
No price tag was disclosed for the
deal that also calls for the CDMO
to handle small-batch manufactur
ing for a range of BioNTech‘s other
mRNA clinical-stage projects.
Leveraging biologics capacities
that were expanded at its Laupheim,
Germany, site in 2015 and 2016,
Rentschler Biopharma will be responsible for key aspects of cGMPdrug substance manufactur
ing of
BNT162b2, the mRNA-based vaccine
against Covid-19 being developed by
Pfizer and BioNTech and currently in
a global Phase 3 clinical trial.

A significant part of Rentschler Biopharma‘s task will be to remove impurities from the vaccine
candidate’s manufactured mRNA in
order to ensure the highest amount of
viable mRNA is harvested and the safety of the finished vaccine.
BioNTech and Rentschler Biopharma will use a business model
that Federico Pollano, SVP global business development at Rentschler Biopharma, said is well suited for novel,
urgently needed, technologies and allows maximum flexibility to address
BioNTech‘s development and manufacturing requirements.
The companies, Pollano said, determined that the best way to address the
vaccine developers’ drug sub
stance
manufacturing needs was to establish
a dedicated mRNA production suite
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Rentschler Biopharma to Support BioNTech-Pfizer Vaccine

at Rentschler Biopharma’s Laupheim
site. This approach, he said, ensures
that capacity, staff and equipment are
ready when needed, without interruption of other ongoing projects at the
site. Moreover, “it is as quickly and easily scalable to meet future demands.”
The Pfizer and BioNTech mRNAbased
vaccine
candidate
from
BioNTech’s BNT162 program consid
ered most promising has emerged as

one of the frontrunners in the race to
find a method of achieving immunity
to the novel coronavirus.
On Nov. 18, the American-German
partnership announced that, after
conducting the final efficacy analysis in their ongoing Phase 3 study,
BNT162b2 met all of the study’s primary efficacy endpoints. Analysis of
the data indicated a vaccine efficacy
rate of 95% in participants without
evidence of prior SARS-CoV-2 infection.
A rolling application has already
been submitted to the European Medicines Agency, and Pfizer and BioNTech
filed an Emergency Use Authorization
(EUA) request with the US Food and
Drug Administration (FDA) only a few
days after the announcement of the
study results. (dw, rk)
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