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PMR/PMC Development Template

This template should be completed by the PMR/PMC Development Coordinator and included for each
PMR/PMC in the Action Package.

NDA/BLA #
Product Name:

NDA 207071
FINACEA (azelaic acid) foam, 15%

PMR/PMC Description: a 2-year dermal mouse carcinogenicity study

PMR/PMC Schedule Milestones: Final Protocol Submission: N/A
Study/Trial Completion: 12/2017
Final Report Submission: 07/2019
Other: N/A

1. During application review, explain why this issue is appropriate for a PMR/PMC instead of a pre-approval 
requirement. Check type below and describe.

Unmet need
Life-threatening condition 
Long-term data needed
Only feasible to conduct post-approval
Prior clinical experience indicates safety
Small subpopulation affected
Theoretical concern

X Other

It is acceptable for long-term carcinogenicity data to be submitted to NDA 207071 as a PMR in view of: 
1) the historical use of azelaic acid 20% cream and 15% gel formulations with no known signals 
suggestive of carcinogenic potential and 2) azelaic acid was negative in a series of genetic toxicology 
studies.

2. Describe the particular review issue and the goal of the study/clinical trial. If the study/clinical trial is a 
FDAAA PMR, describe the risk.  If the FDAAA PMR is created post-approval, describe the “new safety 
information.”

Data that describe the carcinogenicity of the drug substance are appropriate in support of labeling of 
products that are intended for chronic use (see the ICH S1A document, "The Need for Long-term Rodent 
Carcinogenicity Studies of Pharmaceuticals").  By agreement with the Division, these data may be 
submitted post-approval, and will be incorporated into the label at that time.

The goal of the study is to assess the potential of azelaic acid foam product to induce carcinogenesis.
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3. If the study/clinical trial is a PMR, check the applicable regulation.
If not a PMR, skip to 4.

- Which regulation?
Accelerated Approval (subpart H/E)
Animal Efficacy Rule
Pediatric Research Equity Act
FDAAA required safety study/clinical trial

- If the PMR is a FDAAA safety study/clinical trial, does it: (check all that apply)
Assess a known serious risk related to the use of the drug?
Assess signals of serious risk related to the use of the drug?
Identify an unexpected serious risk when available data indicate the potential for a serious risk?

- If the PMR is a FDAAA safety study/clinical trial, will it be conducted as:
Analysis of spontaneous postmarketing adverse events?
Do not select the above study/clinical trial type if: such an analysis will not be sufficient to assess 
or identify a serious risk

Analysis using pharmacovigilance system?
Do not select the above study/clinical trial type if: the new pharmacovigilance system that the FDA 
is required to establish under section 505(k)(3) has not yet been established and is thus not sufficient 
to assess this known serious risk, or has been established but is nevertheless not sufficient to assess 
or identify a serious risk

Study: all other investigations, such as investigations in humans that are not clinical trials as defined 
below (e.g., observational epidemiologic studies), animal studies, and laboratory experiments?
Do not select the above study type if: a study will not be sufficient to identify or assess a serious 
risk

Clinical trial: any prospective investigation in which the sponsor or investigator determines the 
method of assigning investigational product or other interventions to one or more human subjects?

4. What type of study or clinical trial is required or agreed upon (describe and check type below)?  If the study 
or trial will be performed in a subpopulation, list here.

The sponsor agreed to conduct a 2-year dermal mouse carcinogenicity study post-approval.

Required

Observational pharmacoepidemiologic study 
Registry studies
Primary safety study or clinical trial
Pharmacogenetic or pharmacogenomic study or clinical trial if required to further assess safety
Thorough Q-T clinical trial
Nonclinical (animal) safety study (e.g., carcinogenicity, reproductive toxicology)
Nonclinical study (laboratory resistance, receptor affinity, quality study related to safety)
Pharmacokinetic studies or clinical trials
Drug interaction or bioavailability studies or clinical trials
Dosing trials
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Continuation of Question 4

Additional data or analysis required for a previously submitted or expected study/clinical trial
(provide explanation)

Meta-analysis or pooled analysis of previous studies/clinical trials
Immunogenicity as a marker of safety
Other (provide explanation)

Agreed upon:

Quality study without a safety endpoint (e.g., manufacturing, stability)
Pharmacoepidemiologic study not related to safe drug use (e.g., natural history of disease, background 
rates of adverse events)
Clinical trials primarily designed to further define efficacy (e.g., in another condition, different disease 
severity, or subgroup) that are NOT required under Subpart H/E
Dose-response study or clinical trial performed for effectiveness
Nonclinical study, not safety-related (specify)

Other

5. Is the PMR/PMC clear, feasible, and appropriate?

Does the study/clinical trial meet criteria for PMRs or PMCs?
Are the objectives clear from the description of the PMR/PMC?
Has the applicant adequately justified the choice of schedule milestone dates?
Has the applicant had sufficient time to review the PMRs/PMCs, ask questions, determine feasibility, 
and contribute to the development process?

Check if this form describes a FDAAA PMR that is a randomized controlled clinical trial 

If so, does the clinical trial meet the following criteria?

There is a significant question about the public health risks of an approved drug
There is not enough existing information to assess these risks
Information cannot be gained through a different kind of investigation
The trial will be appropriately designed to answer question about a drug’s efficacy and safety, and
The trial will emphasize risk minimization for participants as the protocol is developed

PMR/PMC Development Coordinator:
This PMR/PMC has been reviewed for clarity and consistency, and is necessary to further refine the 
safety, efficacy, or optimal use of a drug, or to ensure consistency and reliability of drug quality.

_______________________________________
(signature line for BLAs)
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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: May 28, 2015

Requesting Office or Division: Division of Dermatology and Dental Products (DDDP)

Application Type and Number: NDA 207071

Product Name and Strength: Finacea  (azelaic acid) Foam, 15%

Submission Date: September 30, 2014

Applicant/Sponsor Name: Bayer Healthcare Pharmaceuticals

OSE RCM #: 2014-2534-1

DMEPA Primary Reviewer: Carlos M Mena-Grillasca, RPh

DMEPA Associate Director: Lubna Merchant, MS, PharmD

1 PURPOSE OF MEMO

DMEPA completed the label, labeling, and packaging review for Finacea Foam on March 26, 
20151.  However, during the labeling meetings the Dosage and Administration section of the FPI 
was to read “Apply a thin layer…”.  Therefore, 
DMEPA’s original recommendations for the container labels and carton labeling need to be 
revised accordingly.    

                                                     
1 Mena-Grillasca C. Label and Labeling Review for Finacea Foam (NDA 207071). 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 MAR 26. OSE RCM No.: 2014-2534.

Reference ID: 3768615
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2 RECOMMENDATIONS

DMEPA recommends the following comments be implemented prior to approval of the NDA.  
We are providing all of our comments, including those from the original review.  For the 
convenience of the reviewer, edits are highlighted in blue font.

2.1 RECOMMENDATIONS TO THE REVIEW DIVISION

A. Full Prescribing Information

1. Section 16.2 Storage and Handling

i. Include the statement “Discard product 8 weeks after opening” immediately 
below the statement “Shake well before use”.

2. Section 17 Patient Counseling Information

i. Include a bullet that reads “Discard product 8 weeks after opening.”

2.2 RECOMMENDATIONS FOR BAYER HEALTHCARE PHARMACEUTICALS

A. General Comments (all container labels and carton labeling)

1. Ensure the lot number and expiration date are present on the container labels and 
carton labeling.  The images provided do not indicate where this information will be 
presented.

2. Delete or reduce the size of the  rainbow-like graphic from the principal 
display panel.  As currently presented the use of multiple graphics on the principal 
display panel crowds the labels and detracts from the presentation of the relevant 
product information (i.e. proprietary name, established name, dosage form, and 
strength).

3. Revise the “Directions” statement to separate the ‘directions’ from the ‘dosage 
statement’ to read:

Shake well before using.
Dosage:  Apply a thin layer…

4. Relocate the route of administration statement to the principal display panel where 
the  rainbow-like graphic is currently located and increase its prominence to 
read:

For Topical Use Only
Not for ophthalmic, oral or intravaginal use

B. Container Label (30 g)

1. Decrease the prominence of the “Rx Only” statement so that it does not compete in 
prominence with the established name, dosage form, and strength statement.  

Reference ID: 3768615
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Alternatively, you may relocate the “Rx Only” statement to the lower portion of the 
principal display panel.

C. Container Label (50 g)

1. Include the statement “Discard product 8 weeks after opening” in bold font below 
the dosage statement.

D. Carton Labeling (30 g, 50 g)

1. Include the statements “Discard product 8 weeks after opening.  

Date Opened: _______” in bold font under the storage statement.

2. To implement comment D.1., we recommend you relocate the manufacturer 
information to a side panel.  

Reference ID: 3768615
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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: March 26, 2015

Requesting Office or Division: Division of Dermatology and Dental Products (DDDP)

Application Type and Number: NDA 207071

Product Name and Strength: Finacea  (azelaic acid) Foam, 15%

Product Type: Single-ingredient product

Rx or OTC: Rx

Applicant/Sponsor Name: Bayer Healthcare Pharmaceuticals

Submission Date: September 30, 2014

OSE RCM #: 2014-2534

DMEPA Primary Reviewer: Carlos M Mena-Grillasca, RPh

DMEPA Team Leader: Kendra Worthy, PharmD

Reference ID: 3722252
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4 CONCLUSION & RECOMMENDATIONS

We conclude that the proposed packaging configuration is adequate.  However, DMEPA 
recommends the following container labels and carton labeling comments be implemented 
prior to approval of this NDA.

4.1 RECOMMENDATIONS TO THE REVIEW DIVISION

A. Full Prescribing Information

1. Section 16.2 Storage and Handling

i. Include the statement “Discard product 8 weeks after opening”
immediately below the statement “Shake well before use”.

2. Section 17 Patient Counseling Information

i. Include a bullet that reads “Discard product 8 weeks after opening.”

4.2 RECOMMENDATIONS FOR BAXTER HEALTHCARE PHARMACEUTICALS

A. General Comments (all container labels and carton labeling)

1. Ensure the lot number and expiration date are present on the container labels
and carton labeling.  The images provided do not indicate where this information 
will be presented.

2. Delete or reduce the size of the  rainbow-like graphic from the principal 
display panel.  As currently presented the use of multiple graphics on the 
principal display panel crowds the labels and detracts from the presentation of 
the relevant product information (i.e. proprietary name, established name, 
dosage form, and strength).

3. Revise the “Directions” statement to separate the ‘directions’ from the ‘dosage 
statement’ to read:

Shake well before using.
Dosage:  Apply a …

4. Relocate the route of administration statement to the principal display panel
where the  rainbow-like graphic is currently located and increase its 
prominence to read:

For Topical Use Only
Not for ophthalmic, oral or intravaginal use

Reference ID: 3722252
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B. Container Label (30 g)

1. Decrease the prominence of the “Rx Only” statement so that it does not 
compete in prominence with the established name, dosage form, and strength 
statement.  Alternatively, you may relocate the “Rx Only” statement to the lower 
portion of the principal display panel.

C. Container Label (50 g)

1. Include the statement “Discard product 8 weeks after opening” in bold font 
below the dosage statement.

D. Carton Labeling (30 g, 50 g)

1. Include the statements “Discard product 8 weeks after opening.  
Date Opened: _______” in bold font under the storage statement.

2. To implement comment D.1., we recommend you relocate the manufacturer 
information to a side panel.  

Reference ID: 3722252
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APPENDIX B. PREVIOUS DMEPA REVIEWS

B.1 Methods

On March 22, 2015, we searched the L:drive using the terms, Finacea Foam to identify reviews 
previously performed by DMEPA.  

B.2 Results

Our search did not identify any previous label and labeling reviews for Finacea Foam.

APPENDIX C. HUMAN FACTORS STUDY

N/A

APPENDIX D. ISMP NEWSLETTERS

N/A

APPENDIX E. FDA ADVERSE EVENT REPORTING SYSTEM (FAERS)

N/A

APPENDIX F. N/A

Reference ID: 3722252
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APPENDIX G. LABELS AND LABELING 

G.1 List of Labels and Labeling Reviewed

Using the principles of human factors and Failure Mode and Effects Analysis,1 along with 
postmarket medication error data, we reviewed the following Finacea Foam labels and labeling 
submitted by Baxter Healthcare Pharmaceuticals on September 30, 2014.

! Container label
! Carton  labeling
! Professional Sample Container Label
! Professional Sample Carton Labeling

G.2 Label and Labeling Images

                                                     
1 Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004.

Reference ID: 3722252

3 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately 
following this page
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REGULATORY PROJECT MANAGER 
PHYSICIAN’S LABELING RULE (PLR) FORMAT REVIEW 

OF THE PRESCRIBING INFORMATION

Application: NDA 207071

Application Type: New NDA

Name of Drug/Dosage Form: Finacea (azelaic acid) foam

Applicant:   Bayer HealthCare

Receipt Date: 9/30/2014

Goal Date: 7/30/2015

1. Regulatory History and Applicant’s Main Proposals
NDA 207071 is an original application that provides safety and efficacy data for azelaic acid foam, 
15%. Azelaic acid foam, 15% has been studied under IND 077516 which was originally submitted on 
09 November 2007. Bayer HealthCare is proposing prescribing information provided in the Physician
Labeling Rule (PLR) format.

2. Review of the Prescribing Information
This review is based on the applicant’s submitted Word format of the prescribing information (PI).  
The applicant’s proposed PI was reviewed in accordance with the labeling format requirements listed 
in the “Selected Requirements for Prescribing Information (SRPI)” checklist (see the Appendix).   

3. Conclusions/Recommendations
SRPI format deficiencies were identified in the review of this PI.  For a list of these deficiencies see 
the Appendix.  

All SRPI format deficiencies of the PI and other labeling issues identified above will be conveyed to 
the applicant in the 74-day letter/an advice letter. The applicant will be asked to correct these
deficiencies and resubmit the PI in Word format by 12/19/2014. The resubmitted PI will be used for 
further labeling review.

Reference ID: 3666131
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! Highlights Limitation Statement Required
! Product Title Required
! Initial U.S. Approval Required
! Boxed Warning Required if a BOXED WARNING is in the FPI
! Recent Major Changes Required for only certain changes to PI*
! Indications and Usage Required
! Dosage and Administration Required
! Dosage Forms and Strengths Required
! Contraindications Required (if no contraindications must state “None.”)
! Warnings and Precautions Not required by regulation, but should be present
! Adverse Reactions Required
! Drug Interactions Optional
! Use in Specific Populations Optional
! Patient Counseling Information Statement Required 
! Revision Date Required

* RMC only applies to the BOXED WARNING, INDICATIONS AND USAGE, DOSAGE AND 
ADMINISTRATION, CONTRAINDICATIONS, and WARNINGS AND PRECAUTIONS sections.

Comment:  

HIGHLIGHTS DETAILS

Highlights Heading
8. At the beginning of HL, the following heading must be bolded and should appear in all UPPER 

CASE letters: “HIGHLIGHTS OF PRESCRIBING INFORMATION”.
Comment:

Highlights Limitation Statement 
9. The bolded HL Limitation Statement must include the following verbatim statement: “These 

highlights do not include all the information needed to use (insert name of drug product) 
safely and effectively. See full prescribing information for (insert name of drug product).”
The name of drug product should appear in UPPER CASE letters.
Comment:  

Product Title in Highlights
10. Product title must be bolded.

Comment:  

Initial U.S. Approval in Highlights
11. Initial U.S. Approval in HL must be bolded, and include the verbatim statement “Initial U.S. 

Approval:” followed by the 4-digit year.
Comment:  

Boxed Warning (BW) in Highlights
12. All text in the BW must be bolded.

Comment:
13. The BW must have a heading in UPPER CASE, containing the word “WARNING” (even if 

more than one warning, the term, “WARNING” and not “WARNINGS” should be used) and 

YES

YES

YES

YES

N/A

N/A

Reference ID: 3666131
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other words to identify the subject of the warning (e.g., “WARNING: SERIOUS 
INFECTIONS and ACUTE HEPATIC FAILURE”).  The BW heading should be centered.
Comment:  

14. The BW must always have the verbatim statement “See full prescribing information for 
complete boxed warning.” This statement should be centered immediately beneath the heading 
and appear in italics.
Comment:  

15. The BW must be limited in length to 20 lines (this includes white space but does not include the 
BW heading and the statement “See full prescribing information for complete boxed 
warning.”).  
Comment:  

Recent Major Changes (RMC) in Highlights
16. RMC pertains to only the following five sections of the FPI:  BOXED WARNING, 

INDICATIONS AND USAGE, DOSAGE AND ADMINISTRATION, 
CONTRAINDICATIONS, and WARNINGS AND PRECAUTIONS.  RMC must be listed in 
the same order in HL as the modified text appears in FPI.   
Comment:  

17. The RMC must include the section heading(s) and, if appropriate, subsection heading(s) affected 
by the recent major change, together with each section’s identifying number and date 
(month/year format) on which the change was incorporated in the PI (supplement approval date).
For example, “Warnings and Precautions, Acute Liver Failure (5.1) --- 9/2013”. 
Comment:

18. The RMC must list changes for at least one year after the supplement is approved and must be 
removed at the first printing subsequent to one year (e.g., no listing should be one year older than 
revision date).
Comment:  

Indications and Usage in Highlights
19. If a product belongs to an established pharmacologic class, the following statement is required 

under the Indications and Usage heading in HL: “(Product) is a (name of established 
pharmacologic class) indicated for (indication)”.
Comment:  Pharmacological class not stated

Dosage Forms and Strengths in Highlights
20. For a product that has several dosage forms (e.g., capsules, tablets, and injection), bulleted 

subheadings or tabular presentations of information should be used under the Dosage Forms and 
Strengths heading.
Comment:  

N/A

N/A

N/A

N/A

N/A

NO

N/A
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Contraindications in Highlights
21. All contraindications listed in the FPI must also be listed in HL or must include the statement

“None” if no contraindications are known.  Each contraindication should be bulleted when there 
is more than one contraindication.
Comment:  

Adverse Reactions in Highlights
22. For drug products other than vaccines, the verbatim bolded statement must be present: “To 

report SUSPECTED ADVERSE REACTIONS, contact (insert name of manufacturer) at 
(insert manufacturer’s U.S. phone number) or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch”. 
Comment:  

Patient Counseling Information Statement in Highlights
23. The Patient Counseling Information statement must include one of the following three bolded

verbatim statements that is most applicable:
If a product does not have FDA-approved patient labeling:
! “See 17 for PATIENT COUNSELING INFORMATION” 

If a product has FDA-approved patient labeling:
! “See 17 for PATIENT COUNSELING INFORMATION and FDA-approved patient labeling” 
! “See 17 for PATIENT COUNSELING INFORMATION and Medication Guide” 

Comment:

Revision Date in Highlights
24. The revision date must be at the end of HL, and should be bolded and right justified (e.g., 

“Revised: 9/2013”).  
Comment:  

YES

YES

YES

YES

Reference ID: 3666131
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Contents: Table of Contents (TOC)
See Appendix A for a sample tool illustrating the format for the Table of Contents.

25. The TOC should be in a two-column format.
Comment:  

26. The following heading must appear at the beginning of the TOC:  “FULL PRESCRIBING 
INFORMATION: CONTENTS”.  This heading should be in all UPPER CASE letters and 
bolded.
Comment:  

27. The same heading for the BW that appears in HL and the FPI must also appear at the beginning 
of the TOC in UPPER CASE letters and bolded.
Comment:  

28. In the TOC, all section headings must be bolded and should be in UPPER CASE.
Comment:  

29. In the TOC, all subsection headings must be indented and not bolded.  The headings should be in 
title case [first letter of all words are capitalized except first letter of prepositions (through),
articles (a, an, and the), or conjunctions (for, and)].
Comment:  

30. The section and subsection headings in the TOC must match the section and subsection headings 
in the FPI.
Comment:  

31. In the TOC, when a section or subsection is omitted, the numbering must not change. If a section 
or subsection from 201.56(d)(1) is omitted from the FPI and TOC, the heading “FULL 
PRESCRIBING INFORMATION: CONTENTS” must be followed by an asterisk and the 
following statement must appear at the end of TOC: “*Sections or subsections omitted from the 
full prescribing information are not listed.” 
Comment:  

YES

YES

N/A

YES

YES

YES

YES
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Full Prescribing Information (FPI)
FULL PRESCRIBING INFORMATION:  GENERAL FORMAT

32. The bolded section and subsection headings in the FPI must be named and numbered in 
accordance with 21 CFR 201.56(d)(1) as noted below (section and subsection headings should 
be in UPPER CASE and title case, respectively).  If a section/subsection required by regulation 
is omitted, the numbering must not change. Additional subsection headings (i.e., those not 
named by regulation) must also be bolded and numbered.  

BOXED WARNING
1  INDICATIONS AND USAGE
2  DOSAGE AND ADMINISTRATION
3  DOSAGE FORMS AND STRENGTHS
4  CONTRAINDICATIONS
5  WARNINGS AND PRECAUTIONS
6  ADVERSE REACTIONS
7  DRUG INTERACTIONS
8  USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
8.2 Labor and Delivery
8.3 Nursing Mothers
8.4 Pediatric Use
8.5 Geriatric Use

9  DRUG ABUSE AND DEPENDENCE
9.1 Controlled Substance
9.2 Abuse
9.3 Dependence

10  OVERDOSAGE
11  DESCRIPTION
12  CLINICAL PHARMACOLOGY

12.1 Mechanism of Action
12.2 Pharmacodynamics
12.3 Pharmacokinetics
12.4 Microbiology (by guidance)
12.5 Pharmacogenomics (by guidance)

13  NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
13.2 Animal Toxicology and/or Pharmacology

14  CLINICAL STUDIES
15  REFERENCES
16  HOW SUPPLIED/STORAGE AND HANDLING
17  PATIENT COUNSELING INFORMATION

Comment:  
33. The preferred presentation for cross-references in the FPI is the section (not subsection)

heading followed by the numerical identifier.  The entire cross-reference should be in italics and 
enclosed within brackets.  For example, “[see Warnings and Precautions (5.2)]” or “[see 
Warnings and Precautions (5.2)]”. 
Comment: The sponsor's proposed FPI does not have any cross-references

YES

N/A
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41. Must reference any FDA-approved patient labeling in Section 17 (PATIENT COUNSELING 
INFORMATION section).  The reference should appear at the beginning of Section 17 and 
include the type(s) of FDA-approved patient labeling (e.g., Patient Information, Medication 
Guide, Instructions for Use).
Comment: The applicant did not proposed any patient labeling.

42. FDA-approved patient labeling (e.g., Medication Guide, Patient Information, or Instructions for 
Use) must not be included as a subsection under section 17 (PATIENT COUNSELING 
INFORMATION).  All FDA-approved patient labeling must appear at the end of the PI upon 
approval.
Comment:

N/A

Reference ID: 3666131



Selected Requirements of Prescribing Information

SRPI version 4:  May 2014                                                                                                                                                         Page 10 of 10

Appendix A:  Format of the Highlights and Table of Contents 
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Nonclinical 
(Pharmacology/Toxicology)

Reviewer: Jianyong Wang Y

TL: Barbara Hill Y

Statistics (carcinogenicity) Reviewer: NA NA

TL: NA NA

Immunogenicity (assay/assay 
validation) (for protein/peptide 
products only)

Reviewer: NA NA

TL: NA NA

Product Quality (CMC) Reviewer: Hamid Shafiei Y

TL: Shulin Ding Y

Biopharmaceutics Reviewer NA NA

TL: NA NA

Quality Microbiology Reviewer: NA NA

TL: NA NA

CMC Labeling Review Reviewer: NA NA

TL: NA NA

Facility Review/Inspection Reviewer: NA NA

TL: NA NA

OSE/DMEPA (proprietary name, 
carton/container labels))

Reviewer: Carlos Mena-Grillasca Y

TL: Kendra Worthy N

OSE/DRISK (REMS) Reviewer: NA NA

TL: NA NA

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

TL: NA NA

Bioresearch Monitoring (OSI) Reviewer: NA NA

TL: NA NA

Reference ID: 3666121
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! Advisory Committee Meeting needed? 

Comments: 

If no, for an NME NDA or original BLA, include 
the reason.  For example:

o this drug/biologic is not the first in its 
class

o the clinical study design was 
acceptable

o the application did not raise 
significant safety or efficacy issues

o the application did not raise 
significant public health questions on 
the role of the drug/biologic in the 
diagnosis, cure, mitigation, treatment 
or prevention of a disease

  YES
Date if known:  

  NO
  To be determined

Reason: 

! If the application is affected by the AIP, has the 
division made a recommendation regarding whether 
or not an exception to the AIP should be granted to 
permit review based on medical necessity or public 
health significance? 

Comments: 

  Not Applicable
  YES
  NO

CONTROLLED SUBSTANCE STAFF
! Abuse Liability/Potential

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CLINICAL MICROBIOLOGY

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CLINICAL PHARMACOLOGY

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter
! Clinical pharmacology study site(s) inspections(s) 

needed?
  YES
  NO
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BIOSTATISTICS

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

NONCLINICAL 
(PHARMACOLOGY/TOXICOLOGY)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

IMMUNOGENICITY (protein/peptide products only)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

PRODUCT QUALITY (CMC)

Comments: Some CMC IR items will be included in the 
74-day letter, but no substantive review issues found at 
this time.

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

New Molecular Entity (NDAs only)

! Is the product an NME? YES
  NO

Environmental Assessment

! Categorical exclusion for environmental assessment 
(EA) requested? 

If no, was a complete EA submitted?

If EA submitted, consulted to EA officer (OPS)?

Comments: 

YES
  NO

YES
  NO

YES
  NO

Quality Microbiology

! Was the Microbiology Team consulted for validation 
of sterilization? 

  Not Applicable

YES
  NO
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Comments: CMC consulted CMC Micro to look at the 
relevant aspects of the application.  CMC Micro’s filing 
review found no issues and recommended fileable.

Facility Inspection

! Establishment(s) ready for inspection?

Establishment Evaluation Request (EER/TBP-EER) 
submitted to OMPQ?

Comments: 

  Not Applicable

  YES
  NO

  YES
  NO

Facility/Microbiology Review (BLAs only)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CMC Labeling Review

Comments: 

  Review issues for 74-day letter

APPLICATIONS IN THE PROGRAM (PDUFA V) 
(NME NDAs/Original BLAs)

! Were there agreements made at the application’s 
pre-submission meeting (and documented in the 
minutes) regarding certain late submission 
components that could be submitted within 30 days 
after receipt of the original application?

! If so, were the late submission components all 
submitted within 30 days?

  N/A

  YES
  NO

  YES
  NO

! What late submission components, if any, arrived 
after 30 days?
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If RTF, notify everyone who already received a consult request, OSE PM, and Product 
Quality PM (to cancel EER/TBP-EER).

If filed, and the application is under AIP, prepare a letter either granting (for signature by 
Center Director) or denying (for signature by ODE Director) an exception for review.

351(k) BLA/supplement: If filed, send filing notification letter on day 60
If priority review:
! notify sponsor in writing by day 60 (see CST for choices)
! notify OMPQ (so facility inspections can be scheduled earlier)
Send review issues/no review issues by day 74

Conduct a PLR format labeling review and include labeling issues in the 74-day letter

Update the PDUFA V DARRTS page (for applications in the Program)
Other

Annual review of template by OND ADRAs completed:  September 2014
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