CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

2088540rig1s000

OFFICE DIRECTOR MEMO




Office Director Decisional Memorandum

Date March 23, 2017

From Julie Beitz, MD

Subject Office Director Decisional Memo

NDA # 208854

Applicant Name Shionogi, Inc.

Date of Submission March 23, 2016

PDUFA Goal Date March 23, 2017

Proprietary Name / Symproic (naldemedine)

Established (USAN) Name

Dosage Forms / Strengths Tablets 0.2 mg

Proposed Indication Indicated for the treatment of opioid-induced
constipation (OIC) in adult patients with chronic non-
cancer pain

Recommended Action: Approval

Materials Reviewed/Consulted

OND Action Package, including reviews Discipline Reviewers

from:

DGIEP / Medical Officer Lauren Weintraub, MD

DGIEP / Medical Team Leader Anil Rajpal, MD

DGIEP / Pharmacology / Toxicology Tracy Behrsing, PhD / Sushanta Chakder, PhD

DGIEP / Division Director Donna Griebel, MD

DAAAP Consultant Elizabeth Kilgore, MD / Ellen Fields, MD, MPH

OND / DPMH / Maternal Health Team Christos Mastroyannis, MD / Tamara Johnson,
MD, MS

OND / Clinical Outcomes Assessment Staff | Sarrit Kovacs PhD / Elektra Papadopoulos, MD
MPH

OB / Division of Biometrics Il George Kordzakhia, PhD / Yeh-Fong Chen, PhD

OCP / Division of Clinical Pharmacology lll | Sandhya Apparaju, PhD / Sue Chih Lee, PhD

Office of Product Quality Sarah Ibrahim, PhD / Hitesh Shroff, PhD

OSE / Division of Epidemiology | Joel Weissfeld, MD, MPH / Simone Pinheiro, ScD,
MS

Controlled Substances Staff Katherine Bonson, PhD

Office of Scientific Investigations Susan Liebenhaut, MD

DGIEP = Division of Gastroenterology and Inborn Errors Products DAAAP = Division of Anesthesia, Analgesia and Addiction Products

DPMH = Division of Pediatrics and Maternal Health 0B = Office of Biostatistics

OCP = Office of Clinical Pharmacology OND = Office of New Drugs

OSE = Office of Surveillance and Epidemiology

Reference ID: 4073965
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