












































































































































































DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE ' REQUEST FOR CONSULTATION

FOOD AND DRUG ADMINISTRATION

TO (Division/Offce): FROM: Anthony Zeccola
Director, Division of Medication Errors and

Regulatory Management OffcerTechnical Snpport (DMETS), HFD-420
W022, RM 4447 DP AP, HFD-570

DATE INDNO. NDANO. TYPE OF DOCUMENT DATE OF DOCUMENT

11/3/06 22-052 N July 31,2006

NAME OF DRUG PRIORITY CONSIDERATION CLASSIFICATION OF DRUG DESIRED COMPLETION DATE
..:-.. i(zileuton) Controlled S 3 4/15/07
Release Tablets "

,

NAM OF FIRM: Critical Therapeutics, Inc ,

REASON FOR REQUEST

I. GENERA 

o NEW PROTOCOL o PRE--NDA MEETING o RESPONSE TO DEFICllNCY LETTER
o PROGRESS REPORT o END OF PHASE II MEETING o FINAL PRITED LABELING
o NEW CORRSPONDENCE o RESUBMISSION o LABELING REVISION
o DRUG ADVERTISING o SAFETY ÆFFICACY o ORIGINAL NEW CORRSPONDENCE
o ADVERSE REACTION REPORT o PAPERNDA o FORMATlVE REVIEW
o MANUFACTURIG CHANGE/ADDITION o CONTROL SUPPLEMENT o OTHER (SPECIFY BELOW): Trade name review
o MEElING PLANED BY

II. BIOMETRICS

STATISTICAL EVALUATION BRACH STATISTICAL APPLICATION BRACH

o TYPE A OR B NDA REVIEW
o CHEMISTRY REVIEW

o END OF PHASE II MEETING o PHARACOLOGYo CONTROLLED STUDIES
o ,PROTOCOL REVIEW

o BIOPHARACEUTICS

o OTHER (SPECIFY BELOW):
o OTHER (SPECIFY BELOW):,

II. BIOPHARCEUTICS

o DISSOLUTION o DEFICIENCY LETTER RESPONSE
o BIOAV AILABILTY STUDIES o PROTOCOL-BIOPHARACEUTICS
o PHASE IV STUDIES , o IN-VIVO WAIVR REQUEST

IV. DRUG EXPERIENCE

o PHASE rv SURVEILLANCE/EPIDEMIOLOGY PROTOCOL o REVIEW OF MARETING EXPERIENCE, DRUG USE AND SAFETY
o DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES o SUMMAY OF ADVERSE EXPERIENCE
o CASE REPORTS OF SPECIFIC REACTIONS (List below) o POISON RISK ANALYSIS
o COMPARTrvE RISK ASSESSMENT ON GENERIC DRUG GROUP

V. SCIENTIFIC INVESTIGATIONS

o CLINICAL o PRECLINICAL

COMMENTS/S,PECIAL INSTRUCTIONS: The Draft is located at: \ \Cdsesub 1 \i2052\N_ 000\2006-07 -20\spl\ _ ¡mLPlease
not that the CMC Reviewer has noted that the term "Controlled Released Tablets" is not an appropriate descriptor.
This has not been conveyed to the Applicant, pending ODS comment.

PDUFA DATE: May 31, 2007
ATTACHMENTS: Draft Package Insert, Container and Carton Labels
CC: Archival INDINDA 22-052

HFD-570/Division File
HFD-570/ZeccolalM
HFD-570/Reviewers and Team Leaders

NAME AND PHONE NUMBER OF REQUESTER METHOD OF DELIVERY (Check one)

Anthony Zeccola 301-796-1318 ~ DFSONLY o MAI ~ HAND

SIGNATURE ,OF RECEIVER SIGNATURE OF DELIVERER
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Additional General Comment

Refer to the new FDA Guidance for Review Staff and Industry, "Good Review
Management Principles and Practices for PDUFA Products." The Guidance wil inform
your expectations and responsibilities during review of the NDA. The Division wil
adhere to the Guidance unless communicated otherwise to you.
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APPEARSTHtS WAY
ON ORIGINAL




