
DRUG 
BIOTECHNOLOGY 

REGULATION 
Scientific Basis and Practices 

edited by. 
Yuan-yuan H. Chiu 
John L. G1.1eriguian 

Eton Ex. 1032 
1 of 35

 

DRUG
BIOTECHNOLOGY

REGULATION
Scientific Basis and Practices

edited by
Yuan-yuan H. Chiu
John L. Gueriguian
 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Drug Biotechnology Regulation 

Eton Ex. 1032 
2 of 35

Drug Biotechnology Regulation 
Eton Ex. 1032

2 of 35
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Bioprocess Technology 

Series Editor 

W. Courtney McGregor 

Xoma Corporation 
Berkeley, California 

Volume 1 Membrane Separations in Biotechnology, edited by W. Courtney 
McGregor 

Volume 2 Commercial Production of Monoclonal Antibodies: A Guide for 
Scale-Up , edited by Sally S. Seaver 

Volume 3 Handbook on Anaerobic Fermentation , edited by La"y E 
Erickson and Daniel Yee-0,ak Fung 

Volume 4 Fermentation Process Development of Industrial Organisms edited 
by Justin 0. Neway 

Volume S Yeast: Biotechnology and Biocatalysis, edited by Hubert 
Verachtert and Rene De Mot 

Volume 6 Sensors in Bioprocess Con 1rol, edited by John V. Twork and 
Alexander M. Yacynych 

Volume 7 Fundamentals of Protein Biotechnology, edited by Stanley Stein 

Eton Ex. 1032 
3 of 35

Volume 1

Volume 2

Volume 3

Volume 4

Volume 5

Volume 6

Volume 7

Bioprocess Technology
Series Editor

W. Courtney McGregor

Xoma Corporation
Berkeley, California

Membrane Separations in Biotechnology, edited by W. Courtney
McGregor

Commercial Production of Monoclonal Antibodies: A Guide for
Scale-Up, edited by Sally S. Seaver

Handbook on Anaerobic Fermentations, edited by Larry E.
Erickson and Daniel Yee-Chak Fung

Fermentation Process Developmentof Industria] Organisms, edited
by Justin O. Neway

Yeast: Biotechnology and Biocatalysis, edited by Hubert
Verachtert and René De Mor

Sensors in Bioprocess Control, edited by John V. Twork and
AlexanderM. Yacynych

Fundamentals ofProtein Biotechnology, edited by Stanley Stein 
Eton Ex. 1032

3 of 35
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Volume Yeast Strain Selection, edited by Chandra J. Panchal 

Volume 9 Separation Processes in Biotechnology , edited by Juan A. Asenjo 

\
0 olume l O Large-ScaJe Mammalian Cell CuJture Technology, edited by 

Anthony S. lubiniecki 

olume 11 Extractive Bioconversions, edited by Bo Mattiasson and Olle Holst 

olume 12 Purification and Analysis of Recombinant Proteins, edited by 
Ram11ath Seetharam and Sarish K. Sham1a 

olume l3 Drug Biotechnology Regu lation: Scientific Basis and Practices, 
edited by Yuan-yuan H. Chiu and John L. Gueriguian 

Volume 14 Protein Immobilization : FundamentaJs and Applications, edited 
by Richard F. Taylor 

Additional Volumes in Preparation 

Eton Ex. 1032 
4 of 35

 
Volume 8 Yeast Strain Selection, edited by Chandra J. Panchal

Volume 9 Separation Processes in Biotechnology, edited by Juan A. Asenjo

Volume 10 Large-Scale Mammalian Cell Culture Technology, edited by
Anthony S. Lubiniecki

Volume 11 Extractive Bioconversions, edited by Bo Mattiasson and Olle Holst

Volume 12 Purification and Analysis of Recombinant Proteins, edited by
Ramnath Seetharam and Satish K. Sharma

Volume 13 Drug Biotechnology Regulation: Scientific Basis and Practices,
edited by Yuan-yuan H. Chiu and John L. Gueriguian

Volume 14 Protein Immobilization: Fundamentals and Applications, edited
by Richard F. Taylor

Additional Volumes in Preparation

 
 

 
 
 

 
 
 

 
Eton Ex. 1032

4 of 35
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Drug Biotechnology Regulation 
Scientific Basis and Practices 

edired by 

Yuan-yuan H. Chiu 

John L. Gueriguian 
Food and Drug Administration 
Rockville, Maryland 

MARCEL DEKKER, INC. New York • Basel • Hong Kong 

Eton Ex. 1032 
5 of 35

 
Drug Biotechnology Regulation
Scientific Basis and Practices

edited by

Yuan-yuan H. Chiu

John L. Gueriguian
Food and Drug Administration
Rockville, Maryland

New York * Basel * Hong Kong

 
 
 

 
Eton Ex. 1032

5 of 35
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


