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medical device companies to market at higher velocity and with higher quality.
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BL: Data veracity, quality and breadth are vital for effective supply chain management -
particularly when it comes to responding to disruption. With this in mind what is the best
way to ensure the accuracy of information at all key points in a supply chain?

PG: | think it starts with the recognition that supply chain management falls upon many different
departments within a drug company - from process development to manufacturing to validation to
quality assurance quality control as well as, obviously, logistics, warehousing and ultimately

regulatory.

So the key is to engage decision makers in those departments, to sit down and recognize the
importance of supply chain management and putting in place risk assessment to actually work
through all those different departments. The idea is to walk down the supply chain and identify
weak points in the chain and bringing that assessment back to the team.



2

EVALUATING
BIOPHARMA

www.evaluatingbiopharma.com

BL: How important is it that the people involved understand the importance of effective
supply chain management and how do you go about ensuring an appropriate level of
engagement?

PG: I think it's a question of how much you can impress upon them the negative impact of a supply
chain disruption. For example, you give them the scenario where manufacturing is held up because
you cannot get a particular component or raw material and then get them to think through the full
impact.

For example, if you're in clinical supply chain, manufacturing disruption could mean running out of
trial supplies which means your trials are going to come to an end or go on hold and that is going
to obviously have a big impact on the company's overall performance.

So the key is to point out to the team members the potential risks and the very substantial likely
cost impact of any supply chain disruption and once you do that, in my experience, most people
begin to take the risk assessment more seriously.

BL: Where and when in the drug development process should a company begin analysing
its supply chain for potential weaknesses?

PG: It begins with the process development organization, which is responsible for developing the
process used to make the product. It is incumbent upon them to look through the entire process
and make their own risk assessment. What's the probability of the process running into disruptions

down the line?

It requires a step-by-step analysis so you do not leave any stone unturned. It should include not
only raw materials but components like disposables - connectors, tubing, bags, equipment etc. -
and any other components used in the manufacturing process.

So I think the process development group should do that analysis very thoroughly to uncover any
weaknesses in the process and to bring that to the team.
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through getting the equipment validated, training the operators and then looking at the data. So

it's not an easy task to pre-engineer alternative steps into the process. It takes it takes a lot of work.

The alternative to that is to work with suppliers to put the onus on them to develop alternative
steps. So for instance some companies outsource development of chromatography steps and in
the process of doing that you can ask the contractor to develop an alternative step to the primary
step. So that way you're putting the resource demand or burden on the outsourced organization
and that reduces the workload internally.
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BL: How important is it to make clear to any contractor that it is a part in a wider supply

chain and is expected to work to mitigate potential disruptions?

PG: I've been working with a company that is outsourcing their manufacturing to a CMO and they
outsourced all process development and manufacturing. And the CMO had developed a step in the
purification scheme that used a resin that was in poor supply. It was an old legacy resin and the
manufacturer was only producing like one batch a year.

So, what was the response? Well the client decided to pay for the CMO to develop alternative steps
and they're in the middle of doing that right now and they're look at alternatives including affinity
chromatography, which is a big change to the process.

In that case the drug firm chose a CMO that was not very sensitive to the potential for supply chain
disruption. It picked a resin that was a weak choice and now they're paying for it after the fact in
terms of extra work to develop an alternative approach to that step.

The saying invest now or pay later has come back to me many times over the years. A lot of folks
hurry to get their drug into the clinic so they rush process development and as a result weak
decisions get made and then they get implemented into manufacturing and then that sets up the
organization for failure.

The bottom line is that you have to bite the bullet, invest early build a robust process and then
watch it as it goes into manufacturing and support it.
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This case study was originally presented at Evaluating Biopharma'’s

Supply chain challenges online and interactive event
You can watch the case study in full and on demand here.

Details of future Evaluating Biopharma events can be found here.

ABOUT EVALUATING BIOPHARMA

Evaluating Biopharma is a convener of knowledge, data, and industry leaders within the biopharma
and bioprocessing industries. Built upon the foundation of BioPlan Associates decades of data
collection and analysis, Evaluating Biopharma brings together top industry experts, innovators,
decision-makers, and leading providers so that together they can share, evaluate and discuss critical
topics that will help biopharma and bioprocessing leaders advance life sciences.

Evaluating Biopharma is made possible with the generous support from our industry sponsors.
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