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are two distinct examples of 
companies that have answered the 
call over the past few years and now 
offer the most comprehensive set of 
in-house capabilities to handle all 
stages of ADC drug development 

Typical DNA to IND timelines for 
ADCs are long, ranging between 24 
to 30 months – a function of the 
complex development process 
and supply chain as well as 
management and coordination of 
multiple partners. Thus, innovators 
look to their CDMOs to dramatically 
reduce these timelines by offering 
more in-house services and 
platform processes that can be 
streamlined through efficient 
project management and expertise 
and quality systems that result in 
right-first-time execution. Taking 
each of the aforementioned 
challenges into account and looking 
ahead to an increasing number of 
smaller biotech companies with 
limited internal resources and 
expertise, the need for end-to-end 
partners – from discovery through 
to commercial production – 
has never been greater.

WuXi Biologics and STA 
Pharmaceuticals, a WuXi 
AppTec company (WuXi STA),  

and manufacturing. On top of the 
comprehensive capabilities, what 
makes these two companies so 
unique is the close geographic 
proximity of all of their facilities in 
the cities of Wuxi and Changzhou 
in China (within driving distance) 
across the entire development 
and manufacturing spectrum – 
allowing them to reduce the 
complexity of working with 
numerous service partners across 
various stages of development. In 
addition, WuXi Biologics and 
WuXi STA’s experienced R&D 
sc ient ists offer unmatched 
expertise for certain critical 
aspects of the development or 
manufacturing process.
 WuXi Biologics not only 
offe r s o n e - s t o p m A b C M C 
development capabilities and 
e x t e n s i v e m a n u f a c t u r i n g 
capacities for antibody production, 
but last year it also established a 
dedicated state-of-the-art ADC 
GMP bioconjugation and drug 
product filling and lyophilization 
facility within driving distance of 
the mAb production sites. This 
bioconjugation and fill site, which 
can safely handle a wide variety of 
highly potent or toxic payloads 

These shortened timelines are 
due to well-vetted development 
platforms and highly-efficient 
and well-controlled project 
management and supply chain 
systems. WuXi Biologics will also 
offer a global “dual source” 
supply chain by 2023 for their 
commercial partners.
 Although ADC companies 
have learned from past setbacks 
connecting payloads to antibodies to 
improve the ADC’s pharmacokinetic 
properties, challenges still remain, 
especially in the areas of controlling 
the number of payload molecules 
conjugated to the antibody. WuXi 
Biologics’ ADC research team 
developed a novel technology 
platform – WuXiDAR4 – to help 
address the control of the drug to 
antibody ratio and further advance 
bioconjugates. The WuXiDAR4 
platform greatly enhanced DAR4 
(four payload molecules per mAb) 
percentage in the final ADC product 
and also improved conjugation 
efficiency. Through the  WuXiDAR4 

  

classified as OEB 5, will further 
expand to include 500 L bioreactors 
and a 20 square meter lyophilizer in 
the next few years to handle the 
A D C i n d u s t r y ’s i n c r e a s i n g 
commercial manufacturing needs. 
Further, WuXi Biologics continues 
to lead the industry in reducing the 
t imel ines required for ADC 
development. The CDMO has also 
been successful in bringing 
multiple ADC programs to the IND 
filing stage in 15 months or less, 
n e a r l y c u t t i n g i n h a l f t h e 
traditional development timeline.  

Integrated Drug Substance R&D and manufacturing site for small 

molecule, oligonucleotide and peptide (WuXi STA)

One of the last big hurdles... 

for ADC developers is getting 

into clinical trials as quickly 

as possible to help potentially 

gain a competitive advantage 

and reduce their burn rate

“

”



platform, the tightly controlled ADC 
product homogeneity enables 
more accurate assessment of clinical 
efficacy and most importantly helps 
ensure greater patient safety.

WuXi STA has built industry 
leading high potency API (HPAPI) 
h a n d l i n g c a p a b i l i t i e s f ro m 
preclinical through commercial 
manufacturing with integrated 
analytical capabilities. The team can 
handle HPAPI with an occupational 
exposure limit (OEL) as low as 10 
ng/m3 for all common reactions at 
the drug substance sites in Jinshan 
and Changzhou. The manufacturing 
capabilities include HP labs, a 
kilogram-scale HP lab and a HP plant 
with more than 10 reactors ranging 
from 1 L-1,000 L. A large toxin/linker 
library is also available, which gives 
great flexibility for the evaluation of 
linker/payload combinations.  WuXi 
STA offers popular payloads such as 
MMAE/F, DM1/DM4, Calicheamicin, 
Duocarmycin, Doxorubicin, 
SN-38 and PBD and helps develop 
and manufacture novel payloads 
and new conjugation modalities 

that include oligonucleotide- or 
peptide-based linkers. WuXi STA 
has developed an integrated 
oligonucleotide, peptide and 
payload platform that includes 
in-house analytical support from 
development to commercial 
manufacture. This platform 
results in much shorter timelines 
due to the close collaboration 
among the multi-discipline R&D 
and manufacturing teams. All 
WuXi STA sites have successfully 
passed multiple inspections from 
major regulatory agencies, thus 
meeting the highest quality and 
Environment, Health, and Safety 
(EHS) standards.

Both WuXi Biologics and 
WuXi STA have hundreds of 
dedicated and highly-trained 
scientists in each CMC discipline 
required for ADC development 
and throughout the entire ADC 
biologics, small molecule and 
bioconjugation supply chain. 
Since 2014, over 70 different 
companies have taken advantage 
of these extensive capabilities in  

one form or another – including 
14 completed IND projects, 
and one program in phase III. 
The aforementioned projects 
all used WuXi Biologics and 
W u X i S TA f r o m c o n c e p t 
through development and as 
supplier of all intermediates 
(mAb, payload and linker) and 
as the final drug product 
manufacturer. Currently, WuXi 
Biologics and WuXi STA are 
m a n a g i n g m o r e t h a n 3 0 
integrated ADC programs in 
the preclinical to late stage 
c l i n i c a l c o n t i n u u m . T h e 
ex ist ing exper t ise, robust 
communication and project 
management, combined with 
the geographic proximity of 
the manufacturing facilities 
and globally-approved quality 
s y s t e m s e s t a b l i s h e s Wu X i 
Biologics and WuXi STA as two 
of the few end-to-end partners 
of choice for pharmaceutical 
and biotech customers globally.

STAinfo@wuxiapptec.com info@wuxibiologics.com
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