
The Future of Outsourcing
CPhI Report Predicts a Shift in Outsourcing Strategies

The increasing complexity in drug development and the highly 

competitive industry landscape are creating a dramatic shift in how 

pharmaceutical and biotech companies plan for and execute drug 

development and production. Speed, quality, and cost continue to 

be critical levers, but the challenge of achieving the right balance 

under the growing pressure to expedite development has made se-

lecting the “right” outsourcing partners a strategic priority for phar-

maceutical and biotech companies.

With increased market expectations 
and new and more stringent regu-
latory hurdles, these companies are 
also seeking advanced supply chain 
opportunities to optimize the devel-
opment of their molecules. For many, 
establishing a partnership with a 
contract development and manufac-
turing organization (CDMO) is more 
cost effective than investing inter-
nally on infrastructure.

Outsourcing offers drug sponsors 
a variety of benefits, including ac-
cess to a global network of cGMP fa-
cilities with high capacity and highly 
qualified experts across multiple 
disciplines. Having access to such 
vast industry expertise facilitates 
the seamless transition of projects 
through all phases of development.

This is especially critical for 
small and mid-size companies that 
don’t have the in-house capabili-
ties needed to support the capacity 
needs and time constraints, or the 
technical and regulatory knowledge 
or resources to successfully plan 

for and file an investigational new 
drug (IND)/ investigational medicinal 
product (IMPD) for their regional and 
global launches.

As precision medicine becomes 
more pervasive, the benefits of 
CDMO outsourcing are expanding 
by an order of magnitude for both 
small biotech companies and large 
pharma. The active pharmaceutical 
ingredients (APIs) and formulations 
developed for precision drug prod-
ucts are often drastically more com-
plex and require specialized han-
dling. While large pharmaceutical 
companies often have the capacity 
and knowledge to keep this work in-
house, the small batch size require-
ments of precision therapies make it 
impractical.

To address these needs, more 
companies are turning to outsourcing 
all or part of their drug development 
and manufacturing projects.

A recent CPhI report entitled “The 
Future of Outsourcing — Strategies 
for Partner Selection” assessed these 

options as well as the overall market 
to see how outsourcing strategies are 
now evolving.

Outsourcing Strategies

The CDMO market continues to do 
extremely well and is growing sig-
nificantly in all regions of the world. 
The Covid-19 pandemic and the con-
sequential need to develop and man-
ufacture new drugs, vaccines, and 
delivery platforms has further ac-
celerated this growth. Yet running 
alongside Covid-driven growth, a re-
cord number of new drugs are enter-
ing development.

But how do both large pharma-
ceutical companies and, perhaps 
more importantly, the growing num-
ber of smaller innovators approach 
their outsourcing strategies?

Putting aside the option of in-
house development, innovators must 
consider whether it is better to go 
for a two-CDMO strategy (i.e., one 
for drug substance and one for drug 
product), a larger full-service pro-
vider, or to work with a specialist in-
tegrated development partner earlier 
before re-reviewing their options in 
Phase I or II.

However, what is almost univer-
sally relevant to the situation bio-
techs encounter today is that they 
need to make and evaluate these de-
cisions much earlier than before, as 
there is no guarantee there will be 
capacity immediately available when 
they need it.

Phase-Appropriate  
Development

With innovators increasingly turn-
ing to compressed timelines, devel-
opment methods are shifting in re-
sponse, the CPhI report states. For 
example, phase-appropriate develop-
ment — whereby an innovator seeks 
to advance to just the next key mile-
stone as quickly as possible — is still 
seen in the marketing of the majority 
of CDMOs.

Traditionally, outsourcing strat-
egies were designed to help secure 
next stage funding, but many bio-
techs and small pharma companies 
are now entering development with 
more robust cash flows and the abil-
ity to plan further downstream and 
develop a product’s roadmap from 
discovery to commercial launch.

Developing an IND strategy with 
the end submission in mind is how 
a drug sponsor shrinks their time to 
market and lowers program risk. De-
cisions made in early development 
have downstream implications and 
failing to plan for scale-up and com-
mercialization can lead to time-in-
tensive redoes and revalidation 
work.

At this stage the quality presenta-
tion often becomes the sticking point. 
Therefore, the report concludes, 
phase-appropriate development in 
accelerated development seems to be 
a thing of the past.

Asian Strategies

Another approach to emerge in re-
cent years could be referred to as 
a hybrid Asian strategy, accord-
ing to CPhI’s experts. This hybrid 
model entails not only completing 
API development in Asia and the fin-
ished product in the US or Europe, 
but also the API component as well. 
This means essentially bringing in 
some of the cost advantages of Asian 
chemistry services and manufactur-
ing, while completing later interme-
diate or final API steps in western 
markets.

A more traditional variant of the 
Asian model is to have discovery and 
integrated development until Phase 
I or II before transferring processes 
over.©
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Biotechs Go Longer into  
Development than Before

Overall, biotechs are approaching 
CDMOs with a more fleshed-out road-
map and the intention of advancing 
further from the offset, as many life 
sciences venture investors recently 
raised new funds and have plenty of 
cash to put to use.

To this end, investors are becom-
ing more involved in their biotech’s de-
velopment and outsourcing strategy, 
as this has fundamental implications 
for when and how they can exit. The 
report therefore anticipates that ear-
ly-stage investors may start to bring in 
CMC consultants to map out the out-
sourcing approach as early as pre-clin-
ical. A promising target is not enough 
on its own, it needs to be backed up by 
a robust development plan.

Alternative Partnering  
Strategies

The term CDMO covers quite a broad 
range of activities, with ”D” taking 
dominance from the offset before “M” 
ultimately decides the long-term supply 
partner, the report states. One newer 
approach that is on the rise adds an 
additional process development part-
ner, possibly a chemistry focused CRO, 
into this mix. Such a company might 
work with the innovator on chemistry 
and improvements, potentially even as 
far as commercial launch. This does 
mean adding an additional partner, but 
if the relationship is cooperative and 
information is shared, this could be a 
very strong triangle.

Biotech vs. Big Pharma

Large pharmaceutical companies 
generally have in-house CMC expe-
rience and options in terms of how 
they approach their outsourcing. 
Consequently, the greatest difference 
in outsourcing strategy between Big 
Pharma and biotechs is the role out-
sourcing plays in the company’s busi-
ness strategy. Where Big Pharma may 
only want to outsource a limited com-
ponent, biotechs generally see out-
sourcing as a fundamental part of 
their business plan.

Not surprisingly, CPhI experts be-
lieve that the latter approach — which 
fosters deeper partnerships — will al-
ways have the most value for CDMOs.

For big pharma companies with 
multi-target programs, it is feasible to 
look at just the largest and most ca-
pable partners and select according 
to their needs. But for biotechs, se-

curing the development capabilities 
they don’t have is the highest priority, 
at least initially.

Is all Capacity Equal?

As already noted previously, capacity 
in the contract services space is con-
strained and has been for some time. 
Before the Covid-19 pandemic hit, 
contract organizations were already 
reporting long waiting lists for their 
services, particularly as clinical activ-
ity for cell and gene therapies surged. 
Now the industry is faced with pan-
demic-induced backlogs in addition 
to pre-existing constraints.

The small molecule market, the 
CPhI report says, experienced un-
precedented growth in 2020, exacer-
bating capacity issues. However, due 
to the sheer number of CDMOs that 
offer small molecule services (accord-
ing to the report 90% of all CDMOs 
worldwide are engaged in small mol-
ecule manufacturing), getting a place 
in the queue is generally easier than 
with other drug types.

Turning to large molecules, it is 
worth noting that the majority of de-
velopment and manufacturing falls 
under the mammalian category, and 
outsourcing is common in this market 
segment. In addition to industry-wide 
capacity constraints, large mole-
cule projects have been impacted 
by shortages of glass vials, syringes 
and stoppers, caused by the global 
Covid-19 vaccine push.

Finally, advanced therapy medic-
inal products (ATMPs) such as cell 
and gene therapy represent a much 
smaller share of CDMO activities. Con-
tract organizations are immensely 
popular in this segment, with some 
reports showing a higher percentage 
of outsourcing in cell and gene ther-
apy than any other field. In addition to 
industry giants, there are several spe-
cialty CDMOs carving out a niche in 
the cell and gene marketplace.

Most Effective Outsourcing 
Strategies

As explained before, the sector has 
been shifting away from phase-ap-
propriate development in favor of 
a more forward-looking model. It 
should therefore come as no surprise 
that the industry experts involved in 
the CPhI report advise starting the 
search for an outsourcing partner 
early on and with a general roadmap 
in hand to narrow down the options.

Early engagement can be particu-
larly beneficial for smaller companies 

who stand to benefit from the out-
source partner’s experience.

Multi-Vendor vs.  
Integrated Services

When considering potential CDMO 
partners, drug sponsors also need to 
decide whether to take a multi-ven-
dor approach, where they work with 
more than one partner, opt for an in-
tegrated services solution that han-
dles the process from start to finish, 
or just engage an outsource partner 
for a very limited part of the process. 
The suitability of each option will 
likely depend on a few factors, such 
as the size of the sponsor company, 
the type of expertise required, and 
the desired time to market.

Smaller CDMOs will likely have ar-
eas they specialize in — such as ana-
lytical method development or pro-
cess characterization — while larger 
CDMOs can muster greater resources 
to support or lead key development 
activities. In the end the data must 
meet the expectations of the intended 
regulatory authority.

According to the CPhI report, for 
drug sponsors who lack experience 
managing CDMO relationships, se-
lecting one vendor who can provide 
expertise across a range of services 
can simplify the process. In this case, 
sponsors are able to map out the en-
tire product journey and if there is a 
delay in one phase, timelines can be 
easily adjusted.

This is more complicated with a 
multi-vendor approach, as the spon-
sor retains complete responsibil-
ity for keeping the project on track. 
In the case of a delay or unexpected 
change, the sponsor must commu-
nicate with multiple vendors, some-
times working in parallel, and adjust 
timelines across multiple projects.

The ability of a sponsor to com-
municate through one central chan-

nel is a significant benefit of the inte-
grated services model. As integrated 
offerings may not be able to provide 
the same level of expertise across 
all stages of development, sponsors 
should consider whether capabilities 
or speed are more important to their 
individual project.

Mid-sized outsource partners may 
be a better fit for highly nimble bio-
techs who accept the added complex-
ity of working with multiple vendors 
as a trade-off for quality and cultural 
alignment.

One CPhI expert states that there is 
a giant divide between the really small 
players and the really big ones. There’s 
not a lot to bridge that gap, and this 
is causing a discontinuity in the mar-
ket because the smaller players don’t 
necessarily have integrated solutions 
and cannot provide a fully strategic 
outsourcing solution to their biotech 
and big pharma customers. However, 
culturally, they match up extremely 
well, particularly with the small, me-
dium and virtual pharma companies. 
These smaller players tend to be en-
trepreneurial, fast paced, lack bureau-
cracy, and have a very strong depth of 
expertise, albeit in a very narrowly fo-
cused window. Therefore, it can be a 
very valuable proposition.

Outlook

Given the current level of demand, 
the CPhI report predicts that the 
CDMO market will continue on its 
current trajectory and the challenges 
addressed will not only remain rele-
vant but will become even more crit-
ical. All CDMOs are expanding, and 
the CPhI experts foresee that perhaps 
some of today’s niche players will 
quickly grow to become mid-sized 
CDMOs to fill the current major dis-
parity in the overall market. (rk)

www.cphi.com

	 CHEManager International  |  3/2022     17

P h a r m a  & B i o t e c h

https://www.eipl-institute.eu

