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1 INTRODUCTION 

On July 10, 2015, Millennium Pharmaceuticals, Inc. submitted for the Agency’s 
review an original New Drug Application (NDA) 208462 for NINLARO (ixazomib) 
capsules. The proposed indication for NINLARO (ixazomib) capsules is in 
combination with lenalidomide and dexamethasone for the treatment of patients with 
multiple myeloma who have received at least one prior therapy. 

This collaborative review is written by the Division of Medical Policy Programs 
(DMPP) and the Office of Prescription Drug Promotion (OPDP) in response to a 
request by the Division of Hematology Products (DHP) on July 17, 2015, for DMPP 
and OPDP to review the Applicant’s proposed Patient Package Insert (PPI) for 
NINLARO (ixazomib) capsules.  
 
MATERIAL REVIEWED 

• Draft NINLARO (ixazomib) capsules PPI received on July 10, 2015 and further 
revised throughout the review cycle, and received by DMPP and OPDP on 
November 9, 2015.  

• Draft NINLARO (ixazomib) capsules Prescribing Information (PI) received on 
July 10, 2015, revised by the Review Division throughout the review cycle, and 
received by DMPP and OPDP on November 5, 2015, November 9, 2015, and 
November 10, 2015. 

 
2 REVIEW METHODS 

To enhance patient comprehension, materials should be written at a 6th to 8th grade 
reading level, and have a reading ease score of at least 60%. A reading ease score of 
60% corresponds to an 8th grade reading level. In our review of the PPI the target 
reading level is at or below an 8th grade level. 

Additionally, in 2008 the American Society of Consultant Pharmacists Foundation 
(ASCP) in collaboration with the American Foundation for the Blind (AFB) 
published Guidelines for Prescription Labeling and Consumer Medication 
Information for People with Vision Loss. The ASCP and AFB recommended using 
fonts such as Verdana, Arial or APHont to make medical information more 
accessible for patients with vision loss. We have reformatted the PPI document using 
the Arial font, size 10. 

In our collaborative review of the PPI we have:  

• simplified wording and clarified concepts where possible 

• ensured that the PPI is consistent with the Prescribing Information (PI)  

• removed unnecessary or redundant information 

• ensured that the PPI is free of promotional language or suggested revisions to 
ensure that it is free of promotional language 
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• ensured that the PPI meets the criteria as specified in FDA’s Guidance for 
Useful Written Consumer Medication Information (published July 2006) 

 
3 CONCLUSIONS 

The PPI is acceptable with our recommended changes. 
 
4 RECOMMENDATIONS 

• Please send these comments to the Applicant and copy DMPP and OPDP on the 
correspondence.  

• Our collaborative review of the PPI is appended to this memorandum.  Consult 
DMPP and OPDP regarding any additional revisions made to the PI to 
determine if corresponding revisions need to be made to the PPI.   

 Please let us know if you have any questions.  
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M E M O R A N D U M DEPARTMENT OF HEALTH AND HUMAN SERVICES
        PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

CENTER FOR DRUG EVALUATION AND RESEARCH
   ____________________________________________________________________________________________ 

CLINICAL INSPECTION SUMMARY

DATE: November 3, 2015

TO: Jacquin Jones, B.S.N., M.S., Regulatory Project Manager 
Alexandria Schwarsin, M.D., Medical Officer
R. Angelo de Claro M.D., Cross Discipline Team Leader
Division of Hematology Products

FROM:  Anthony Orencia, M.D., F.A.C.P.
Medical Officer, GCP Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations 

THROUGH:  Susan D. Thompson, M.D. for
Janice Pohlman, M.D., M.P.H.
Team Leader, GCP Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

Kassa Ayalew, M.D., M.P.H.
Branch Chief, GCP Assessment Branch 
Division of Clinical Compliance Evaluation 
Office of Scientific Investigations

SUBJECT:  Evaluation of Clinical Inspections

NDA: 208462

APPLICANT: Millenium Pharmaceuticals, Inc.

DRUG: ixazomib

NME: Yes

THERAPEUTIC CLASSIFICATION/REVIEW: Priority
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INDICATION:  Treatment of  multiple myeloma

CONSULTATION REQUEST DATE: August 4, 2015

INSPECTION SUMMARY GOAL DATE (extended): November 3, 2015

DIVISION ACTION GOAL DATE: November 20, 2015

PDUFA DATE: March 10, 2016 

I. BACKGROUND: 
Clinical data for the treatment of multiple myeloma support the combination of a 
proteasome inhibitor, an immune-modulator (i.e., thalidomide analog), and a 
glucocorticosteroid (i.e., dexamethasone).  Ixazomib (MLN9708) is a modified dipeptide 
boronic acid proteasome inhibitor similar to bortezomib (Velcade®), proposed by the 
sponsor for the treatment of multiple myeloma.

Treatment options for subjects with primary resistant or relapsed multiple myeloma may 
include combination therapies with glucocorticoids and cytotoxic chemotherapeutic 
agents, more recently combined with autologous stem transplantation (ASCT).

A double-blind randomized clinical trial study was submitted in support of the applicant’s 
NDA. For this NME NDA under the PDUFA V program review with priority therapy 
designation, CDER DHP requested that a single domestic site and two international sites 
be inspected.  The sites enrolled large numbers of patients and showed good response to 
study drug treatment.

Study  C16010
Study C16010 was a Phase 3, randomized, double-blind, multicenter study to evaluate the 
safety and efficacy of ixazomib (MLN9708) versus placebo in patients with relapsed 
and/or refractory multiple myeloma (MM) who were treated with lenalidomide and 
dexamethasone as their standard therapy. The primary study objective was to determine 
whether the addition of oral ixazomib (MLN9708) to the background therapy of 
lenalidomide and dexamethasone improves progression-free survival (PFS) in patients 
with relapsed and/or refractory multiple myeloma. The primary study efficacy endpoint 
was defined as the time from the date of randomization to the date of first documentation 
of disease progression based on central laboratory results and International Myeloma 
Working Group (IMWG) criteria as evaluated by an independent review committee 
(IRC), or death due to any cause as a competing risk.

Reference ID: 3842157

(b) (4)



Page 3  NDA 208462 ixazomib Clinical Inspection Summary [CDER Priority Designation]

  II. RESULTS:

Name of CI /
Location

Study Site/Study 
Protocol/Number 
of Subjects 
Enrolled 

Inspection 
Date

Classification*

David S. Siegel, M.D., Ph.D.
John Theurer Cancer Center
Hackensack University Medical Center
92 Second Street
Hackensack, NJ 07601

Site #58011
Protocol C16010
Subjects=5

September 8-
18, 2015

Preliminary: VAI

Norbert Grzasko, M.D., Ph.D.
Department of Haematooncology and 
Bone Marrow Transplantation, Medical 
University of Lublin
Staszica 11
Lublin, Poland  20-081

Site #42002
Protocol C16010
Subjects=20

Pending Pending

Tamas Masszi, M.D., Ph.D.
St. István and St. Laszlo Hospital 
Dept. of Hematology & Stem Cell 
Transplantation
Albert Flórián út 5-7
Budapest, Hungary 1097

Site #22003
Protocol C16010
Subjects=27

October 12-16, 
2015

Preliminary:VAI

Sponsor:
Millennium Pharmaceuticals, Inc.
40 Landsdowne Street
Cambridge, MA 02139       

Protocol C16010 October 19- 
23, 2015

Preliminary: NAI

 
*Key to Classifications
 NAI = No deviation from regulations. Data acceptable.
 VAI =No Response Requested = Deviations(s) from regulations. Data acceptable.
 OAI = Significant deviations from regulations.  Data unreliable/critical findings may affect data integrity.
 Preliminary=The Establishment Inspection Report (EIR) has not been received; findings are based on  
 preliminary communication with the field at the Office of Regulatory Affairs (ORA), or final review of the 
 EIR is pending.  Once a final letter is issued by CDER to the inspected entity and the case file is closed,
the preliminary designation is converted to a final regulatory classification. 

CLINICAL STUDY SITE INVESTIGATORS
1. David S. Siegel, M.D., Ph.D./Study Protocol C16010/Site #58011
    Hackensack, NJ 07601

a.  What was inspected:
The inspection was conducted from September 8 to 18, 2015. A total of five subjects 
were screened and enrolled, one patient died, one patient discontinued during the study, 
and three subjects completed the study. An audit of three enrolled subjects’ records was 
conducted.  
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c.   Assessment of data integrity:
OSI defers the regulatory deficiency item regarding lack of documentation of the 
reference thermometers to DHP.  Otherwise, data submitted by this clinical site 
appear acceptable in support of this specific indication. 

Dr. Siegel responded adequately in a letter dated October 7, 2015.  

2. Norbert Grzasko, M.D., Ph.D./Study Protocol C16010/Site #42002 
    Lublin, Poland

NOTE: The field inspection is pending. DHP excluded this study site from analyses. 

3. Tamas Masszi, M.D., Ph.D./Study Protocol C16010/Site #22003
    Budapest, Hungary 1097

a.  What was inspected:
The inspection was conducted from October 12 to 16, 2015. A total of 33 subjects were 
screened and 27 subjects enrolled.  Twenty three subjects completed the study. The study 
is still ongoing, with six subjects participating.  An audit of 20 enrolled subjects’ records 
was conducted. A review of 19 subjects’ records with progressive disease was also 
conducted. 

The inspection evaluated the following documents: source records, screening and 
enrollment logs, case report forms, study drug accountability logs, study monitoring 
visits, and correspondence. Informed consent documents and sponsor-generated 
correspondence were also inspected. 

b.   General observations/commentary:
Source documents for enrolled subjects whose records were reviewed were verified 
against the case report forms and NDA subject line listings.  Source documents for the 
raw data used to assess the primary study endpoint were verifiable at the study site. No 
under-reporting of adverse events or serious adverse events was noted.  There were no 
limitations during conduct of the clinical site inspection.  

In general, this clinical site appeared to be in compliance with Good Clinical Practices.  
However, a Form FDA 483 (Inspectional Observations) was issued at the end of the 
inspection for the following regulatory deficiencies:

I. The study was not conducted in accordance to the investigational plan. 
Specifically, the response assessment calendar dates for progressive disease in e-
CRF records for three subjects did not match the progressive disease notification 
document. Thus, (a) Subject 007’s progressive disease notification was January 
15, 2014, but the e-CRF was March 19, 2014, (b) Subject 027’s progressive 
disease notification was February 5, 2014, but the e-CF was March 5, 2014, and 
(c) Subject 016’s progressive disease notification was June 3, 2013, but the e-CRF 
was May 27, 2013.
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Comments:
While these were considered regulatory deficiencies, the above observations were not 
be the final calendar dates considered by DHP (the final arbiter of tumor response 
assessment status) as progressive disease status.

DHP stated that the primary endpoint of the trial is independent review committee 
(IRC)-assessed, and hence will use the IRC-determined evaluation of the primary data 
for regulatory decision making, so the above observation should not impact study 
outcome. 

II. The Master Drug Accountability log inventories had (a) eight cartons of Lot 
#221003, but the clinical study site inventory revealed six cartons, and (b) one 
carton of Lot 103112, but the clinical study site inventory revealed three cartons. 

 
Reviewer’s Comment:
The above field observations were considered regulatory deficiencies. There was no 
evidence from the NDA submission that patients were overdosed or harmed. 

c.   Assessment of data integrity:
Notwithstanding the regulatory deficiencies which were not considered critical, data 
submitted by this clinical site appear acceptable in support of this specific indication. 

SPONSOR
4. Millennium Pharmaceuticals, Inc.
    Cambridge, MA 02139       

a. What was inspected:
The inspection was conducted from October 19 to 23, 2015. The inspection evaluated the 
following: documents related to study monitoring visits and correspondence, Institutional 
Review Board (IRB) approvals, completed Form FDA 1572s, monitoring reports, drug 
accountability, and training of staff and site monitors.

b.   General observations/commentary:
Monitoring deficiencies, in terms of initiating interim monitoring visits within a timely 
manner, were identified. There was no evidence of under-reporting of adverse events.  

A Form FDA 483 was not issued at the end of the sponsor inspection. 

c.   Assessment of data integrity:
Data submitted by this sponsor appear acceptable in support of the requested indication.

III. OVERALL ASSESSMENT OF FINDINGS AND GENERAL 
RECOMMENDATIONS

Reference ID: 3842157
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A single domestic and two international clinical sites were inspected in support of this 
NDA.  The sponsor (Millennium Pharmaceuticals, Inc.) was also inspected.

The preliminary classification for Dr. Siegel and Dr. Masszi is Voluntary Action 
Indicated (VAI). The preliminary classification for the sponsor is No Action Indicated 
(NAI). In summary, the study data derived from these clinical sites are considered 
reliable in support of the requested indication.  Lack of documentation of the reference 
thermometers makes OSI confirmation of product stability impossible; DHP will make 
the judgment as to product storage impact.

Note: The inspectional observations noted above are based on preliminary 
communication with the field investigator, the Form FDA 483, and written response to 
the 483. A clinical inspection summary addendum will be generated if conclusions 
change significantly upon receipt of the Establishment Inspection Report (EIR). 

{See appended electronic signature page}

Anthony Orencia, M.D.
Medical Officer
Good Clinical Practice Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

CONCURRENCE:
{See appended electronic signature page}

 
Susan D. Thompson, M.D. for
Janice K. Pohlman, M.D., M.P.H.
Team Leader
Good Clinical Practice Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

CONCURRENCE:
{See appended electronic signature page}

 
Kassa Ayalew, M.D., M.P.H. 
Branch Chief
Good Clinical Practice Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations
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MEMORANDUM 
REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis (DMEPA) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: October 26, 2015

Requesting Office or Division: Division of Hematology Products (DHP)

Application Type and Number: NDA 208462

Product Name and Strength: Ninlaro (ixazomib) capsules
4 mg, 3 mg, 2.3 mg

Submission Date: October 9, 2015

Applicant/Sponsor Name: Millennium Pharmaceuticals

OSE RCM #: 2015-1584-1

DMEPA Primary Reviewer: Ebony Ayres, PharmD

DMEPA Team Leader: Yelena Maslov, PharmD

1 PURPOSE OF MEMO
The Division of Hematology Products (DHP) requested that we review the revised carton 
labeling and container labels for Ninlaro (Appendix A) to determine if it is acceptable from a 
medication error perspective.  The revisions are in response to recommendations that we made 
during a previous label and labeling review.1  

2  CONCLUSION
The revised carton labeling and container labels for Ninlaro are acceptable from a medication 
error perspective.  We have no further recommendations at this time.

1 Ayres E. Label and Labeling Review for Ninlaro (NDA 208462). Silver Spring (MD): Food and Drug Administration, 
Center for Drug Evaluation and Research, Office of Surveillance and Epidemiology, Division of Medication Error 
Prevention and Analysis (US); 2015 SEP 29.  21 p. OSE RCM No.: 2015-1584. 
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LABEL AND LABELING REVIEW
Division of Medication Error Prevention and Analysis (DMEPA) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: September 29, 2015

Requesting Office or Division: Division of Hematology Products (DHP)

Application Type and Number: NDA 208462

Product Name and Strength: Ninlaro (ixazomib) capsules
4 mg, 3 mg, 2.3 mg

Product Type: Single-ingredient

Rx or OTC: Rx

Applicant/Sponsor Name: Millennium Pharmaceuticals

Submission Date: July 10, 2015 and September 1, 2015

OSE RCM #: 2015-1584

DMEPA Primary Reviewer: Ebony Ayres, PharmD

DMEPA Team Leader: Yelena Maslov, PharmD

DMEPA Associate Director: Lubna Merchant, MS, PharmD 
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1 REASON FOR REVIEW
As part of the approval process for Ninlaro (NDA 208462), the Division of Hematology Products 
(DHP) requested that we review the proposed label, labeling, and Prescribing Information, 
submitted on July 10, 2015 and September 1, 2015, for areas of vulnerability that may lead to 
medication errors.

2 MATERIALS REVIEWED 
We considered the materials listed in Table 1 for this review.  The Appendices provide the 
methods and results for each material reviewed.  

Table 1.  Materials Considered for this Label and Labeling Review

Material Reviewed Appendix Section (for Methods 
and Results)

Product Information/Prescribing Information A

Previous DMEPA Reviews B

Human Factors Study C (N/A)

ISMP Newsletters D (N/A)

FDA Adverse Event Reporting System (FAERS)* E(N/A)

Other F (N/A)

Labels and Labeling G

N/A=not applicable for this review
*We do not typically search FAERS for label and labeling reviews unless we are aware of 
medication errors through our routine postmarket safety surveillance

3 OVERALL ASSESSMENT OF THE MATERIALS REVIEWED
We evaluated the proposed container labels, carton labeling, and Prescribing Information (PI) 
for Ninlaro, NDA 208462. Ninlaro is an oral antineoplastic agent supplied as 2.3 mg, 3 mg, and 4 
mg capsules. With regards to the carton labeling and container labels, the Applicant uses the 
same font color for the presentation of the proprietary name for all strengths. Additionally, the 
color used on the label of the 4 mg strength is identical to the color utilized in the proprietary 
name presentation.  

 Additionally, the logo and net quantity statement on the 
carton labeling should be relocated to decrease the risk of misinterpretation of important 
prescribing information. As a result, we recommend revisions to the labels and labeling.

4 CONCLUSION & RECOMMENDATIONS

Reference ID: 3826485
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We conclude that the proposed labels and labeling can be improved to increase the readability 
and prominence of information on the label and labeling and to help mitigate the risk of 
medication errors. 

4.1 RECOMMENDATIONS FOR THE DIVISION

A. Ninlaro Prescribing Information

a. Section 2 Dosage and Administration

ii. 2.1 Dosing and Administration Guidelines
1. Revise the sentence  

 to read “The recommended 
starting dose of NINLARO is 4 mg administered…”  

 
 

 
 

2. Revise the sentence  
 to read “NINLARO should be taken at 

approximately the same time  at least one hour…”. This 
modification will increase clarity regarding the dosing regimen. 

3. Label the table entitled “Dosing Schedule: NINLARO taken with 
Lenalidomide and Dexamethasone” as Table 1 and renumber 
subsequent tables accordingly.

iii. 2.2 Dose Modification Guidelines
1. Revise the title of Table  to read “Ninlaro Dose Reductions due to 

Adverse Reactions”. This revision will help to clarify when the 
information in the table should be used. 

2. Add the statement “See Sections 2.3 and 2.4.” after the statement 
“Recommended starting dose of 3 mg in patients with moderate or 

1 ISMP’s List of Error-Prone Abbreviations, Symbols, and Dose Designations [Internet]. Horsham (PA): Institute for 
Safe Medication Practices. 2013 [cited 2015 JUL 21]. Available from: 
http:www.ismp.org/tools/errorproneabbreviations.pdf.  
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severe hepatic impairment, severe renal impairment or end-stage 
renal disease requiring dialysis.” listed below Table 1.

2 See Guidance for Industry: Safety Considerations for Container Labels and Carton Labeling Design to Minimize 
Medication Errors. 2013 Apr [cited 2015 JUL 21]. Available from: 
http://www fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM349009.pdf.
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3 Institute for Safe Medication Practices. Affirmative warnings  may be better understood than negative 
warnings  ISMP Med Saf Alert Acute Care. 2010;15(16):1-3.
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APPENDICES:  METHODS & RESULTS FOR EACH MATERIALS REVIEWED 

APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION
Table 2 presents relevant product information for Ninlaro that Millennium Pharmaceuticals 
submitted on July 10, 2015. 

Table 2. Relevant Product Information for Ninlaro

Initial Approval Date N/A

Active Ingredient Ixazomib

Indication Treatment of patients with multiple myeloma who have 
received at least one prior therapy

Route of Administration Oral

Dosage Form Capsule

Strength 4 mg, 3 mg, and 2.3 mg

Dose and Frequency 4 mg once a week on Days 1, 8 and 15 of a 28-day treatment 
cycle

How Supplied Capsule; each carton contains three single blister packs 

Storage May be stored at room temperature. Do not store above 30°C 
(86°F). Do not freeze. 

Reference ID: 3826485
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APPENDIX B. PREVIOUS DMEPA REVIEWS
B.1 Methods
On August 14, 2015, we searched the L:drive and AIMS using the terms, Ninlaro and ixazomib, 
to identify reviews previously performed by DMEPA.  

B.2 Results
Our search did not identify any previous labels and labeling reviews.
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ATTACHMENT 

MEMO OF FILING MEETING

DATE:  August 14, 2015

BACKGROUND:  Ninlaro® (ixazomib) Capsule is an orally bioavailable small molecule 
inhibitor of the 20S proteasome indication for the treatment of patients with multiple myeloma 
who have received at least one prior therapy.  This Original NDA for Ninlaro (Ixazomib) capsule 
has been submitted under NDA 208462.  

IND 104482 is the associated IND.  

The Applicant is requesting a Priority review designation.  Also, the Applicant has Orphan Drug 
Designation for the proposed indication.  

REVIEW TEAM: 

Discipline/Organization Names Present at 
filing 
meeting? 
(Y or N)

RPM: Jacquin Jones YRegulatory Project Management

CPMS/TL: Amy Baird/Mara Miller Y

Cross-Discipline Team Leader (CDTL) Angelo de Claro Y

Division Director/Deputy Ann Farrell/Edvardas Kaminskas Y

Office Director/Deputy Richard Pazdur Y

Reviewer: Alexandria Schwarsin YClinical

TL: Angelo de Claro Y

Reviewer:Social Scientist Review (for OTC 
products)

TL:

Reviewer:OTC Labeling Review (for OTC 
products)

TL:

Reviewer:Clinical Microbiology (for antimicrobial 
products)
 TL:

Clinical Pharmacology Reviewer: Vicky Hsu Y

11
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TL: Bahru Habtemariam Y

• Genomics Reviewer:
• Pharmacometrics Reviewer: Jee Eun Lee/Nitin Mehrotra Y

Reviewer: Yun Wang YBiostatistics 

TL: Lei Nie/Yuan Li Shen Y

Reviewer: Emily Place NNonclinical 
(Pharmacology/Toxicology)

TL: Christopher Sheth Y

Reviewer:Statistics (carcinogenicity)

TL:

ATL: Janice Brown NProduct Quality (CMC) Review Team:

RBPM: Rabiya Laiq Y

• Drug Substance Reviewer: Katherine Windsor N
• Drug Product Reviewer: Amit Mitra Y
• Process Reviewer:
• Microbiology Reviewer:
• Facility Reviewer: Steven Hertz N
• Biopharmaceutics Reviewer: Gerlie Giesser N
• Immunogenicity Reviewer:
• Labeling (BLAs only) Reviewer: 
• Other (e.g., Branch Chiefs, EA 

Reviewer) 
Olen Stephens- Branch Chief Y

Reviewer: Sharon Mills NOMP/OMPI/DMPP (Patient labeling:  
MG, PPI, IFU) 

TL: Barbara Fuller Y

Reviewer: Nisha Patel YOMP/OPDP (PI, PPI, MedGuide, IFU, 
carton and immediate container labels)

TL:

Reviewer: Ebony Ayers YOSE/DMEPA (proprietary name, 
carton/container labels)

TL: Yelena Maslov N

Reviewer: Naomi Redd YOSE/DRISK (REMS)

TL:

OC/OSI/DSC/PMSB (REMS) Reviewer:

12
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Attachment: Expedited Review Timeline

NDA 208462- TIMELINE
Applicant:  Millennium Pharmacueticals, Inc.

 Drug:  ixazomib (Ninlaro)
Receipt Date:  July 10, 2015

NME, The Program; Expedited Review

TASK PRIORITY/EXPEDITED

Application Orientation Meeting August 10, 2015

Filing Meeting August 14, 2015

Filing Date (Day 60) September 8, 2015 

Day 74 Letter September 22, 2015
Mid-Cycle/Late Cycle Planning Meeting 
(Internal)

October 2, 2015

Mid-Cycle Communication with Applicant/Late 
Cycle Meeting

October 13, 2015

Labeling Meetings October 6, 13, 20 , and 30, 2015
Primary Reviews Completed October 30, 2015 
Secondary Reviews Completed October 30, 2015 
Wrap-up Meeting/Label Meeting November 3, 2015 

Send Labeling/PMR/PMC October
Complete CDTL Review November 6, 2015

Complete Division Director Review November 10, 2015

Complete Office Director Review and Sign-off 
Action Goal Date: November 20, 2015

Possibly as early as November 13, 2015

Notes: Priority/Expedited Review, No AC meeting

18

Reference ID: 3815341



Version: 7/10/2015

TASK PRIORITY/EXPEDITED

Review Team

Clinical : Alexandria Schwarsin (Angelo de Claro, TL and CDTL)
Stats : Yun Wang  (Lie Nie
Clin Pharm– Vicky Hsu (Bahru Habtemariam, TL)
Pharmacometrics: Jee Eun Lee (Nitin Mehrotra, TL)
CMC: Janice Brown, ATL and Rabia Laqia , RBPM

• Drug Product: Amit Mitra
• Drug Substance: Katherine Windsor
• Facility: Steven Hertz
• Biopharmacueticals: Gerlie Giesser (Okpo Eradiri, TL)

Pharm/Tox– Emily Place (Christopher Sheth, TL)

Labeling
• CMC: CMC Team
• DMEPA: Ebony Ayers (Yelena Maslov, TL)
• DHP RPM: Jacquin Jones

OSE
• RPM: Kevin Wright (Sue Kang, TL)
• DPV: Shaily Arora (Tracy Salaam, TL)
• DMEPA: Ebony Ayers (Yelena Maslov, TL)
• DRISK: Amarilys Vega (Naomi Redd, TL)
• DEpi: Steven Bird

Consults
• OSI (Clinical Site Inspection): Anthony Orencia (Janice Pohlman, TL)
• OPDP: Nisha Patel
• DMPP: Sharon Mills (Barbara Fuller, TL)

NME Program

• Azada Hafiz
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