CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
224040rig1s000

OFFICER/EMPLOYEE LIST




NDA 22-404
ORAVIG (miconazole) buccal tablets, 50 mg
Approval date: April 16, 2010

List of officers who participated in the decision to approve this application and consented
to be identified on this list.

Renata Albrecht, MD, Division Director

Yuliya Yasinskaya, MD, Medical Team Leader

Hala Shamsuddin, MD, Medical Officer

Karen Higgins, ScD, Statistical Team Leader, CDTL
Lynette Berkeley, PhD, Clinical Microbiology Reviewer
Shukal Bala, PhD, Clinical Microbiology Team Leader
Owen McMaster, PhD, Pharmacology/Toxicology Reviewer
William Taylor, PhD, Pharmacology/Toxicology Team Leader
Yoriko Harigaya, PhD, Clinical Pharmacology Reviewer
Bryan S. Riley, PhD, Senior Microbiologist Reviewer

James McVey, PhD, Microbiology Team Leader

Stephen Miller, PhD, Acting Chief, ONDQA

Judit Milstein, Chief Project Management Staff



Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22404 ORIG-1 BIOALLIANCE ORAVIG (miconazole) buccal
PHARMA tablets

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

JUDIT R MILSTEIN
04/16/2010
Consent List





