
 PROTEIN THERAPEUTICS 

Reducing The Ti m e Fro m cDNA To Final  Fi l l  
 

WuXi AppTec provides a seamless, high quality, single-source approach for the development, testing and  
manufacture of biotherapeutic proteins produced from mammalian cell culture.  A single-source strategy can 

reduce the time-to-clinic and can significantly decrease the cost of your drug development efforts. 
 

 
 

PRECLINICAL DEV ELOPMENT TIMELINE 
 

4-5 Months 3-6 Months 3-4 Weeks        6-9 Weeks 6-9 Weeks 1 Week 

Cell Line Engineering 
and Clone Selection 

Cell Culture & Purificati on 
Process Development 

GMP Cell Banking 
(5 GMP Suites) 

QA Non-GMP Pilot Production  
(10 L to 2500 L Scale) 

QA GMP Bulk Drug Manufacture  
(100, 500 and 2500 L Scale) 

QA Formulation and Fill 
(Max. 1800 vials/lot) 

QA 

Cell Line and Geneti c Stability Analysis Cell Line Characterization Viral Clearance Validation 
 

Lot Release (UPB, BDS, DP) 

Formulation Assessment Reference Standard Characterization Preclinical & Toxicology / In-Life Studies 

Assay Development and Qualifi cation Stability Studies 

In-Process Testi ng 

 

 !  WuXi AppTec Manufacturing Service        !  WuXi AppTec Testing Service          !  WuXi AppTec QA Review & Release (2-8 Weeks) 

 
 

WuXi AppTecÕs Single-Sour ce Advantage 
 

The requirements of moving a new drug through development, testing and manufacturing phases involves intensive oversight of a vast 
number of different programs.  Having a single-source provider for all these activities – with one project manager as a single point of contact – 
can significantly decrease the time-to-clinic and the additional costs related to setting up and coordinating the project with multiple providers. 

 
 Single Site Visit and Audit 

A single site visit and audit means decreased travel expenses and a shorter  
time-frame before project initiation. 

 Single Quality Agreement and Contract 
Multiple contracts and quality/service agreements lead to increased time and  
costs for upper management and legal review.  Likewise, there are additional 
administrative and accounting costs related to the management of different POs, 
invoicing systems, etc.  One contract and quality agreement, along with a single 
contact for administrative issues, offers far greater efficiency. 

 Seamless Transition from Program to Program 
Shipping material from one contractor to another can result in time lost Ð possibly 
adding weeks or months over the course of an entire program.  

 

Inherent Economies of Scale 
With a single source provider comes project familiarity and continuous technical 
transfer of data, processes and expertise, saving time and helping to ensure quality 
and consistency. 

Easy Data and Format Management 
Having multiple contractors, with different report and data access systems, can mean 
time lost consolidating and formatting information.  WuXi AppTec offers the easy 
access and consolidated data report structure that comes from using a single source. 

One Project Manager 
A single point of contact for project coordination eliminates the frustration and excess 
time expenditures that can result when managing multiple projects with different 
points of contact. 

 
For more information, contact a WuXi AppTec Account Manager at 888.794.0077 or 651.675.2000  ¥  info@wuxiapptec.com  ¥  www.wuxiapptec.com 
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