Cycle Meeting Confirmation, May 10, 2013 -
Novoeight

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health
Service

Food and
Drug Administration

1401 Rockville Pike

Rockville, MD 20852-1448

Date: May 10, 2013
Subject: Meeting confirmation
Application type and number: STN 125466/0
Meeting category: Late Cycle Meeting
Meeting date & time: Thursday, July 11, 2013; 1:00 PM-2:30 PM
Meeting location: Woodmont Office Complex |

Room 200S

1401 Rockville Pike
Rockville, MD 20852

Meeting format: Face-to-face
Tentative CBER attendees:

Natalya Ananyeva, PhD, OBRR/DH/LH
La’Nissa Brown, PhD, OBRR/DH

Karen Campbell, PhD, OCBQ/DBSQC/QAB
Howard Chazin, MD, OBRR/DH

Wambui Chege, MD, OBE/DE/AEB

Lisa Faulcon, MD, OBRR/DH/CRB



Basil Golding, MD, OBRR/DH

Nisha Jain, MD, OBRR/DH/CRB
Betsy Jett, OBRR

Christopher Joneckis, PhD, OD/RMS
Bhanu Kannan, MS, OCBQ/DIS/BMB
Timothy Lee, PhD, OBRR/DH/LH
Judy X. Li, PhD, OBE/DB

Iftekhar Mahmood, PhD, OBRR/DH

Randa Melhem, PhD, OCBQ/DMPQ
Marion Michaelis, OCBQ/DMPQ

Ginette Michaud, MD, OBRR

Paul Mintz, MD, OBRR/DH

Loan Nguyen, PharmD, OCBQ/DCM/APLB
Quynh Nhu Nguyen, PhD, CDRH/ODE/DAGID
Ze Peng, PhD, OBRR/DH/LH

Anne Pilaro, PhD, OBRR/DH

Leigh Pracht, OBRR/DBA/RPMB

Andrey Sarafanov, PhD, OBRR/DH/LH
Zuben Sauna, PhD, OBRR/DH/LH

lliana Valencia, MS, OBRR/DBA/RPMB

If you have any questions, please contact Leigh Pracht at (301) 827-6116.
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Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and
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Language Assistance Available: Espafiol | Z#% /13 | Tiéng Viét | 3F=7o] | Tagalog | Pycckuin | 1ds swss | Kreyol Ayisyen |
Francais | Polski | Portugués | Italiano | Deutsch | H A&GE | <o | English


https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23spanish
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23chinese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23vietnamese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23korean
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23tagalog
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23russian
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23arabic
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23creole
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23french
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23polish
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23portuguese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23italian
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23german
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23japanese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23farsi
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23english
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