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Background

On September 30, 2022, the FDA User Fee Reauthorization Act of 2022 (FDAUFRA) (Public 
Law 117-180) was signed into law. FDAUFRA 2022 amended the Federal Food, Drug, and 
Cosmetic Act (FD&C Act) by revising and extending the user fee programs for human drugs, 
biologics, generic drugs, medical devices, and biosimilar biological products.

Section 736B(a)(3) of the FD&C Act, as amended by Section 903 of the FDA Reauthorization 
Act (FDARA), requires the Food and Drug Administration (FDA) to provide ‘Real Time’ 
reporting, posted on a quarterly basis, of guidance documents and public meetings related to 
the process for the review of human drugs and biologics, and the number of new drug and 
biologics license applications filed, and the number of approvals.1

Real Time Reporting Under Section 736B(a)(3) of the FD&C Act

This report provides the PDUFA real time reporting metrics, required under Section 736B(a)(3) 
of the FD&C Act as in effect on September 30, 20222:

Not later than 30 calendar days after the end of the second quarter of fiscal year 2023, and 
not later than 30 calendar days after the end of each quarter of each fiscal year thereafter, 
the Secretary of Health and Human Services shall post on the internet website of the Food 
and Drug Administration:

1) The number and titles of draft and final guidance on topics related to the process for the 
review of human drug applications and whether such guidances were issued as required 
by statute or pursuant to a commitment under the letters described in section 101(b) of 
the Prescription Drug User Fee Amendments of 2022.

2) The number and titles of public meetings held on topics related to the process for the 
review of human drug applications, and whether such meetings were required by statute 
or pursuant to a commitment under the letters described in section 101(b) of the 
Prescription Drug User Fee Amendments of 2022.

3) The number of new drug applications and biological licensing applications approved.

4) The number of new drug applications and biological licensing applications filed.

5) For fiscal years 2023 and 2024, of the meeting requests from sponsors for which the 
Secretary has determined that a face-to-face meeting is appropriate, the number of face-

1 This report provides information related to human drug applications. The term “human drug application” is defined 
for purposes of PDUFA by section 735(1) of the FD&C Act to mean an application for approval of a new drug 
submitted under section 505(b) of the FD&C Act or licensure of a biological product under section 351(a) of the Public 
Health Service (PHS) Act, with certain exceptions including supplemental applications and applications for certain 
types of drugs and biologics.  This report does not include information regarding biosimilar biologic license 
applications, which is presented in the Real Time Report pursuant to the Biosimilar User Fee Act.
2 Effective October 1, 2022, section 736B(a)(3) of the FD&C Act was slightly amended by the Prescription Drug User 
Fee Amendments of 2022, as enacted under title I of Division F (FDA User Fee Reauthorization Act of 2022) of the 
Continuing Appropriations and Ukraine Supplemental Appropriations Act, 2023 (Public Law 117-180).  



2

to-face meetings requested by sponsors to be conducted in person (in such manner as 
the Secretary shall prescribe on the website of the Food and Drug Administration), and 
the number of such in-person meetings granted by the Secretary, with both such 
numbers disaggregated by the relevant agency center.
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Human Drugs and Biologics

Guidance Documents 

Pursuant to Section 736B(a)(3) of the FD&C Act, the table below lists the number and titles of 
draft and final guidance on topics related to the process for the review of human drug and 
biologics license applications and whether such guidances were issued as required by statute or 
pursuant to a commitment under the letters described in section 101(b) of the Prescription Drug 
User Fee Amendments of 2022.  Guidance documents are listed by the quarter in which they 
were issued and are provided in a cumulative format for fiscal year 2023.

Table 1:  Draft and Final Guidance Documents Related to the Process for the Review of Human 
Drug and Biologics License Applications for FY 2023

Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

1 Q1

Comparability Protocols for Postapproval 
Changes to the Chemistry, Manufacturing, and 
Controls Information in an NDA, ANDA, or BLA; 
Final Guidance for Industry
www.fda.gov/media/162263/download

10/14/2022 No N/A

2 Q1
Multiple Endpoints in Clinical Trials; Final 
Guidance for Industry
www.fda.gov/media/162416/download

10/21/2022 No N/A

3 Q1
Human Gene Therapy for Neurodegenerative 
Diseases; Final Guidance for Industry
www.fda.gov/media/144886/download  

10/25/2022 No N/A

4 Q1

Clostridioides difficile Infection: Developing 
Drugs for Treatment, Reduction of Recurrence, 
and Prevention; Draft Guidance for Industry
www.fda.gov/media/162692/download

10/28/2022 Yes FDASIA 
section 812

5 Q1

Regulation of Human Cells, Tissues, and 
Cellular and Tissue-Based Products (HCT/Ps) - 
Small Entity Compliance Guide; Final Guidance 
for Industry
www.fda.gov/media/70689/download

11/1/2022 No N/A

6 Q1

Measuring Growth and Evaluating Pubertal 
Development in Pediatric Clinical Trials; Draft 
Guidance for Industry
www.fda.gov/media/162725/download

11/1/2022 No N/A

7 Q1

Expanded Access to Investigational Drugs for 
Treatment Use - Questions and Answers; Draft 
Guidance for Industry
www.fda.gov/media/162793/download

11/2/2022 Yes FDARA 2017 
Section 610 

8 Q1

S1B(R1) Addendum to S1B Testing for 
Carcinogenicity of Pharmaceuticals; Final 
Guidance for Industry
www.fda.gov/media/152777/download

11/2/2022 No N/A

9 Q1
Cross Labeling Oncology Drugs in Combination 
Regimens; Final Guidance for Industry
www.fda.gov/media/162806/download

11/3/2022 No N/A

http://www.fda.gov/media/162263/download
http://www.fda.gov/media/162416/download
http://www.fda.gov/media/144886/download
http://www.fda.gov/media/162692/download
http://www.fda.gov/media/70689/download
http://www.fda.gov/media/162725/download
http://www.fda.gov/media/162793/download
http://www.fda.gov/media/152777/download
http://www.fda.gov/media/162806/download


4

Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

10 Q1

Pharmacokinetic-Based Criteria for Supporting 
Alternative Dosing Regimens of Programmed 
Cell Death Receptor-1 (PD-1) or Programmed 
Cell Death-Ligand 1 (PD-L1) Blocking 
Antibodies for Treatment of Patients with 
Cancer; Final Guidance for Industry
www.fda.gov/media/151745/download

12/6/2022 No N/A

11 Q1

Small Volume Parenteral Drug Products and 
Pharmacy Bulk Packages for Parenteral 
Nutrition: Aluminum Content and Labeling 
Recommendations; Draft Guidance for Industry
www.fda.gov/media/163799/download

12/7/2022 No N/A

12 Q1
Pulmonary Tuberculosis: Developing Drugs for 
Treatment; Draft Guidance for Industry
www.fda.gov/media/87194/download

12/15/2022 Yes FDASIA 
section 812

13 Q2
REMS Document Technical Conformance 
Guide; Final Guidance for Industry
www.fda.gov/media/164344/download

1/4/2023 No N/A

14 Q2
Format and Content of a REMS Document; 
Final Guidance for Industry
www.fda.gov/media/77846/download

1/4/2023 No N/A

15 Q2

Dosage and Administration Section of Labeling 
for Human Prescription Drug and Biological 
Products — Content and Format; Draft Guidance 
for Industry
www.fda.gov/media/72142/download

1/12/2023 No N/A

16 Q2

Optimizing the Dosage of Human Prescription 
Drugs and Biological Products for the Treatment 
of Oncologic Diseases; Draft Guidance for 
Industry
www.fda.gov/media/164555/download

1/18/2023 No N/A

17 Q2
Mpox: Development of Drugs and Biological 
Products; Draft Guidance for Industry
www.fda.gov/media/164642/download

1/19/2023 No N/A

18 Q2

Cannabis and Cannabis-Derived Compounds: 
Quality Considerations for Clinical Research; 
Final Guidance for Industry
www.fda.gov/media/164690/download

1/23/2023 No N/A

19 Q2
Acromegaly: Developing Drugs for Treatment; 
Draft Guidance for Industry
www.fda.gov/media/164858/download

1/30/2023 No N/A

20 Q2

M13A Bioequivalence for Immediate-Release 
Solid Oral Dosage Forms; Draft Guidance for 
Industry
www.fda.gov/media/165049/download

1/31/2023 No N/A

21 Q2

Early Lyme Disease as Manifested by Erythema 
Migrans: Developing Drugs for Treatment; Draft 
Guidance for Industry
www.fda.gov/media/164949/download

1/31/2023 Yes FDASIA 
section 804

22 Q2

Considerations for the Design and Conduct of 
Externally Controlled Trials for Drug and 
Biological Products; Draft Guidance for Industry
www.fda.gov/media/164960/download

2/1/2023 No N/A

http://www.fda.gov/media/151745/download
http://www.fda.gov/media/163799/download
http://www.fda.gov/media/87194/download
http://www.fda.gov/media/164344/download
http://www.fda.gov/media/77846/download
http://www.fda.gov/media/72142/download
http://www.fda.gov/media/164555/download
http://www.fda.gov/media/164642/download
http://www.fda.gov/media/164690/download
http://www.fda.gov/media/164858/download
http://www.fda.gov/media/165049/download
http://www.fda.gov/media/164949/download
http://www.fda.gov/media/164960/download
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Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

23 Q2

Considerations for Long-Term Clinical 
Neurodevelopmental Safety Studies in Neonatal 
Product Development; Draft Guidance for 
Industry
www.fda.gov/media/165239/download  

2/10/2023 No N/A

24 Q2

Neovascular Age-Related Macular 
Degeneration: Developing Drugs for Treatment; 
Draft Guidance for Industry
www.fda.gov/media/165606/download

2/24/2023 No N/A

25 Q2

Q13 Continuous Manufacturing of Drug 
Substances and Drug Products; Final Guidance 
for Industry
www.fda.gov/media/165775/download

3/1/2023 No N/A

26 Q2

Potency Assay Considerations for Monoclonal 
Antibodies and Other Therapeutic Proteins
Targeting Viral Pathogens; Draft Guidance for 
Industry
www.fda.gov/media/165746/download

3/2/2023 No N/A

27 Q2

Evaluation of Gastric pH-Dependent Drug 
Interactions With Acid-Reducing Agents:
Study Design, Data Analysis, and Clinical 
Implications; Final Guidance for Industry
https://www.fda.gov/media/166156/download

3/13/2023 No N/A

28 Q2

Electronic Systems, Electronic Records, and 
Electronic Signatures in Clinical Investigations:  
Questions and Answers; Draft Guidance for 
Industry
www.fda.gov/media/166215/download

3/15/2023 No No

29 Q2

Development of Local Anesthetic Drug Products 
With Prolonged Duration of Effect; Draft 
Guidance for Industry
www.fda.gov/media/166210/download

3/15/2023 No N/A

30 Q2
Pharmacogenomic Data Submissions; Draft 
Guidance for Industry
https://www.fda.gov/media/166258/download

3/20/2023 No N/A

31 Q2

Identification of Medicinal Products —  
Implementation and Use; Final Guidance for 
Industry
www.fda.gov/media/166736/download

3/30/2023 No N/A

32 Q3

Patient-Focused Drug Development: 
Incorporating Clinical Outcome Assessments 
Into Endpoints for Regulatory Decision-Making; 
Draft Guidance for Industry
www.fda.gov/media/166830/download

4/5/2023 Yes I.J.1

33 Q3

A Risk-Based Approach to Monitoring of Clinical 
Investigations Questions and Answers; Final 
Guidance for Industry
www.fda.gov/media/121479/download

4/12/2023 No N/A

34 Q3

Acute Radiation Syndrome: Developing Drugs 
for Prevention and Treatment; Draft Guidance 
for Industry
www.fda.gov/media/167172/download

4/19/2023 No N/A

http://www.fda.gov/media/165239/download
http://www.fda.gov/media/165606/download
http://www.fda.gov/media/165775/download
http://www.fda.gov/media/165746/download
https://www.fda.gov/media/166156/download
http://www.fda.gov/media/166215/download
http://www.fda.gov/media/166210/download
https://www.fda.gov/media/166258/download
http://www.fda.gov/media/166736/download
http://www.fda.gov/media/166830/download
http://www.fda.gov/media/121479/download
http://www.fda.gov/media/167172/download
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Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

35 Q3

Assessing User Fees Under the Prescription 
Drug User Fee Amendments of 2022; Final 
Guidance for Industry
www.fda.gov/media/167877/download

5/1/2023 No N/A

36 Q3

Smoking Cessation and Related Indications: 
Developing Nicotine Replacement Therapy 
Drug Products; Final Guidance for Industry
www.fda.gov/media/167599/download

5/1/2023 No N/A

37 Q3

S12 Nonclinical Biodistribution Considerations 
for Gene Therapy Products; Final Guidance for 
Industry
www.fda.gov/media/167605/download

5/1/2023 No N/A

38 Q3

Decentralized Clinical Trials for Drugs, 
Biological Products, and Devices; Draft 
Guidance for Industry
www.fda.gov/media/167696/download

5/3/2023 Yes
FDORA 
Section 
3606(a)

39 Q3

Pediatric Drug Development Under the Pediatric 
Research Equity Act and the Best 
Pharmaceuticals for Children Act: Scientific 
Considerations; Draft Guidance for Industry
www.fda.gov/media/168202/download

5/17/2023 No N/A

40 Q3

Pediatric Drug Development: Regulatory 
Considerations — Complying With the Pediatric 
Research Equity Act and Qualifying for Pediatric 
Exclusivity Under the Best Pharmaceuticals for 
Children Act; Draft Guidance for Industry
www.fda.gov/media/168201/download

5/17/2023 No N/A

41 Q3

Generally Accepted Scientific Knowledge in 
Applications for Drug and Biological Products:  
Nonclinical Information; Draft Guidance for 
Industry
www.fda.gov/media/168408/download

5/24/2023 No N/A

42 Q3

Use of Whole Slide Imaging in Nonclinical 
Toxicology Studies: Questions and Answers:  
Guidance for Industry; Final Guidance for 
Industry
www.fda.gov/media/168431/download

5/24/2023 No N/A

43 Q3

Diabetes Mellitus: Efficacy Endpoints for Clinical 
Trials Investigating Antidiabetic Drugs and 
Biological Products; Draft Guidance for Industry
www.fda.gov/media/168475/download

5/25/2023 No N/A

44 Q3

Adjusting for Covariates in Randomized Clinical 
Trials for Drugs and Biological Products; Final 
Guidance for Industry
www.fda.gov/media/148910/download

5/26/2023 No N/A

45 Q3
Migraine: Developing Drugs for Preventive 
Treatment; Draft Guidance for Industry
www.fda.gov/media/168871/download

6/1/2023 No N/A

46 Q3

Interstitial Cystitis/Bladder Pain Syndrome: 
Establishing Drug Development Programs for 
Treatment; Draft Guidance for Industry
www.fda.gov/media/169118/download

6/2/2023 No N/A

http://www.fda.gov/media/167877/download
http://www.fda.gov/media/167599/download
http://www.fda.gov/media/167605/download
http://www.fda.gov/media/167696/download
http://www.fda.gov/media/168202/download
http://www.fda.gov/media/168201/download
http://www.fda.gov/media/168408/download
http://www.fda.gov/media/168431/download
http://www.fda.gov/media/168475/download
http://www.fda.gov/media/148910/download
http://www.fda.gov/media/168871/download
http://www.fda.gov/media/169118/download
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Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

47 Q3

Drug-Drug Interaction Assessment for 
Therapeutic Proteins Guidance for Industry; 
Final Guidance for Industry
www.fda.gov/media/140909/download

6/2/2023 No N/A

48 Q3

Nonclinical Evaluation of the Immunotoxic 
Potential of Pharmaceuticals; Final Guidance for 
Industry
www.fda.gov/media/169117/download

6/5/2023 No N/A

49 Q3
E6(R3) Good Clinical Practice (GCP); Draft 
Guidance for Industry
www.fda.gov/media/169090/download

6/6/2023 No N/A

50 Q3

Clinical Drug Interaction Studies With Combined 
Oral Contraceptives Guidance for Industry; Final 
Guidance for Industry
www.fda.gov/media/143849/download

6/8/2023 No N/A

51 Q3

Oncology Drug Products Used with Certain In 
Vitro Diagnostic Tests: Pilot Program; Final 
Guidance for Industry
www.fda.gov/media/169616/download

6/20/2023 No N/A

52 Q3
Psychedelic Drugs: Considerations for Clinical 
Investigations; Draft Guidance for Industry
www.fda.gov/media/169694/download

6/23/2023 No N/A

53 Q3
Chronic Rhinosinusitis With Nasal Polyps: 
Developing Drugs for Treatment
www.fda.gov/media/154724/download

6/28/2023 No N/A

54 Q4

Inborn Errors of Metabolism That Use Dietary 
Management: Considerations for Optimizing 
and Standardizing Diet in Clinical Trials for Drug 
Product Development; Draft Guidance for 
Industry; 
www.fda.gov/media/114764/download

7/12/2023 No N/A

55 Q4

Postmarketing Studies and Clinical Trials: 
Determining Good Cause for Noncompliance 
with Section 505(o)(3E)(ii) of the Federal Food, 
Drug and Cosmetic Act
www.fda.gov/media/170187/download

7/14/2023 No N/A

56 Q4

Manufacturing Changes and Comparability for 
Human Cellular and Gene Therapy Products; 
Draft Guidance for Industry
www.fda.gov/media/170198/download

7/14/2023 No N/A

57 Q4

Questions and Answers | M7(R2) Assessment 
and Control of DNA Reactive (Mutagenic) 
Impurities in Pharmaceuticals To Limit Potential 
Carcinogenic Risk; Final Guidance for Industry
www.fda.gov/media/170460/download

7/25/2023 No N/A

58 Q4

M7(R2) Addendum: Application of the Principles 
of the ICH M7 Guidance to Calculation of 
Compound-Specific Acceptable Intakes; Final 
Guidance for Industry
www.fda.gov/media/170459/download

7/25/2023 No N/A

http://www.fda.gov/media/140909/download
http://www.fda.gov/media/169117/download
http://www.fda.gov/media/169090/download
http://www.fda.gov/media/143849/download
http://www.fda.gov/media/169616/download
http://www.fda.gov/media/169694/download
http://www.fda.gov/media/154724/download
http://www.fda.gov/media/114764/download
http://www.fda.gov/media/170187/download
C:\Users\Raphaela.Simon\Downloads\www.fda.gov\media\170198\download
http://www.fda.gov/media/170460/download
http://www.fda.gov/media/170459/download
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Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

59 Q4

Guidance for Industry | M7(R2) Assessment and 
Control of DNA Reactive (Mutagenic) Impurities 
in Pharmaceuticals To Limit Potential 
Carcinogenic Risk; Final Guidance for Industry
www.fda.gov/media/170461/download

7/25/2023 No N/A

60 Q4

CDER’s Program for the Recognition of 
Voluntary Consensus Standards Related to 
Pharmaceutical Quality; Final Guidance for 
Industry
www.fda.gov/media/121305/download

7/26/2023 No N/A

61 Q4

Fixed-Combinations and Single-Entity Versions 
of Previously Approved Antiretrovirals for the 
Treatment or Prevention of Human 
Immunodeficiency Virus-One Under the 
President’s Emergency Plan for Acquired 
Immunodeficiency Syndrome Relief; Draft 
Guidance for Industry
www.fda.gov/media/72248/download

8/3/2023 No N/A

62 Q4

Recommended Acceptable Intake Limits for 
Nitrosamine Drug Substance-Related 
Impurities; Final Guidance for Industry
www.fda.gov/media/170794/download

8/7/2023 No N/A

63 Q4

QTc Information in Human Prescription Drug 
and Biological Product Labeling; Draft Guidance 
for Industry
www.fda.gov/media/170814/download

8/8/2023 No N/A

64 Q4

Postmarketing Approaches to Obtain Data on 
Populations Underrepresented in Clinical Trials 
for Drugs and Biological Products
www.fda.gov/media/170899/download

8/10/2023 No N/A

65 Q4

Informed Consent: Guidance for IRBs, Clinical 
Investigators, and Sponsors; Final Guidance for 
Industry
www.fda.gov/media/88915/download

8/15/2023

66 Q4

Considerations for the Use of Real-World Data 
and Real-World Evidence To Support 
Regulatory Decision-Making for Drug and 
Biological Products; Final Guidance for Industry
www.fda.gov/media/171667/download

8/31/2023 Yes

21st CC, 
Section 3022 

(e)(3) and 
FDORA, 
Section 
3629(a)

67 Q4

Nontuberculous Mycobacterial Pulmonary 
Disease Caused by Mycobacterium avium 
Complex:  Developing Drugs for Treatment; 
Final Guidance for Industry
www.fda.gov/media/171783/download

9/5/2023 No N/A

68 Q4

Application of Human Factors Engineering 
Principles for Combination Products: Questions 
and Answers; Final Guidance for Industry
www.fda.gov/media/171855/download

9/7/2023 No N/A

69 Q4

Endogenous Cushing’s Syndrome: Developing 
Drugs for Treatment; Draft Guidance for 
Industry
www.fda.gov/media/171900/download

9/8/2023 No N/A

http://www.fda.gov/media/170461/download
http://www.fda.gov/media/121305/download
http://www.fda.gov/media/72248/download
http://www.fda.gov/media/170794/download
http://www.fda.gov/media/170814/download
http://www.fda.gov/media/170899/download
http://www.fda.gov/media/88915/download
http://www.fda.gov/media/171667/download
http://www.fda.gov/media/171783/download
http://www.fda.gov/media/171855/download
http://www.fda.gov/media/171900/download
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Number Quarter 
Issued Title & Website Link Date Issued

Issued as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

Statutory or 
Commitment 

Letter Citation 
(if applicable)

70 Q4

Clinical Pharmacology Considerations for 
Peptide Drug Products; Draft Guidance for 
Industry
www.fda.gov/media/171901/download

9/11/2023 No N/A

71 Q4

Institutional Review Board (IRB) Review of 
Individual Patient Expanded Access 
Submissions for Investigational Drugs and 
Biological Products for IRBs and Clinical 
Investigators; Final Guidance for Industry
www.fda.gov/media/171902/download

9/11/2023 No N/A

72 Q4

Annual Status Report Information and Other 
Submissions for Postmarketing Requirements 
and Commitments: Using Forms FDA 3988 and 
FDA 3989 Guidance for Industry; Final 
Guidance for Industry
www.fda.gov/media/172038/download

9/15/2023 No N/A

73 Q4

Regulatory Considerations for Prescription Drug 
Use-Related Software; Draft Guidance for 
Industry
www.fda.gov/media/172165/download

9/19/2023 Yes

Section IV.C.6 
of PDUFA VII 
Commitment 

Letter

74 Q4

Demonstrating Substantial Evidence of 
Effectiveness Based on One Adequate and 
Well-Controlled Clinical Investigation and 
Confirmatory Evidence; Draft Guidance for 
Industry
www.fda.gov/media/172166/download

9/19/2023 No N/A

75 Q4

Considerations for the Conduct of Clinical Trials 
of Medical Products During Major Disruptions 
Due to Disasters and Public Health 
Emergencies; Final Guidance for Industry
www.fda.gov/media/172258/download

9/21/2023 No N/A

76 Q4

Formal Meetings Between the FDA and 
Sponsors or Applicants of PDUFA Products; 
Draft Guidance for Industry
www.fda.gov/media/172311/download

9/22/2023 Yes

Section I.J.9 of 
PDUFA VII 

Commitment 
Letter

77 Q4

Alternative Tools: Assessing Drug 
Manufacturing Facilities Identified in Pending 
Applications; Draft Guidance for Industry
www.fda.gov/media/172290/download

9/22/2023 Yes

Section II.N.3 
of PDUFA VII 
Commitment 

Letter

Public Meetings

Pursuant to Section 736B(a)(3) of the FD&C Act, the table below lists the number and titles of 
public meetings held on topics related to the process for the review of human drug and biologics 
license applications and whether such meetings were required by statute or pursuant to a 
commitment under the letters described in section 101(b) of the Prescription Drug User Fee 
Amendments of 2017.  Public meetings are listed by the quarter in which they were held and are 
provided in a cumulative format for fiscal year 2023.

Table 2:  Public Meetings Held Related to the Process for the Review of Human Drug and 

http://www.fda.gov/media/171901/download
http://www.fda.gov/media/171902/download
http://www.fda.gov/media/172038/download
http://www.fda.gov/media/172165/download
http://www.fda.gov/media/172166/download
http://www.fda.gov/media/172258/download
http://www.fda.gov/media/172311/download
http://www.fda.gov/media/172290/download
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Biologics License Applications for FY 2023

Number Quarter 
Held Title Date Held

Held as 
Required by 
Statute or 

Pursuant to 
Commitment 

Letter

1 Q1

An In-Depth Look at the Final FDA Guidance: Bioavailability Studies 
Submitted in NDAs or INDs – General Considerations; Webcast
www.fda.gov/drugs/news-events-human-drugs/depth-look-final-fda-
guidance-bioavailability-studies-submitted-ndas-or-inds-general-
considerations

10/26/2022 No

2 Q1

FDA/IMS Joint Workshop: Future of Drug Development in Multiple 
Myeloma; Workshop
www.fda.gov/drugs/news-events-human-drugs/fdaims-joint-workshop-
future-drug-development-multiple-myeloma-11082022

11/8/2022 – 
11/9/2022 No

3 Q1

Bridging Efficacy and Safety to the Obese: Considerations and 
Scientific Approaches; Workshop
www.fda.gov/drugs/news-events-human-drugs/bridging-efficacy-and-
safety-obese-considerations-and-scientific-approaches-11092022

11/9/2022 No

4 Q1

FDA CBER OTAT Patient-Focused Drug Development Listening 
Meeting — Patient Perspectives on Gene Therapy Products; Webcast
www.fda.gov/news-events/fda-meetings-conferences-and-
workshops/fda-cber-otat-patient-focused-drug-development-listening-
meeting-patient-perspectives-gene-therapy

11/15/2022 Yes

5 Q1

FDA-CDER-CDRH, SNMMI, and MITA Workshop: Quantitative Brain 
Amyloid PET Imaging-Technical Considerations; Workshop
www.fda.gov/drugs/news-events-human-drugs/fda-cder-cdrh-snmmi-
and-mita-workshop-quantitative-brain-amyloid-pet-imaging-technical

11/17/2022 No

6 Q1

Assessing Genetic Heterogeneity in the Context of Genome Editing 
Off-Targets in Gene Therapy Products; Workshop
www.fda.gov/vaccines-blood-biologics/workshops-meetings-
conferences-biologics/assessing-genetic-heterogeneity-context-
genome-editing-targets-gene-therapy-products-12162022

12/16/2022 No

7 Q1

OTAT Town Hall: Cell Therapy Chemistry, Manufacturing, and 
Controls; Town Hall
www.fda.gov/news-events/otat-town-hall-cell-therapy-chemistry-
manufacturing-and-controls-12072022

12/7/2022 No

8 Q2
FDA’s Labeling Resources for Human Prescription Drugs; Webinar
www.fda.gov/drugs/news-events-human-drugs/fdas-labeling-
resources-human-prescription-drugs-01262023

1/26/2023 No

9 Q2

Overview: Clinical Pharmacology Considerations for Neonatal 
Studies; Webinar
www.fda.gov/drugs/news-events-human-drugs/overview-clinical-
pharmacology-considerations-neonatal-studies-02152023

2/15/2023 No

10 Q2

A Deep Dive: FDA Draft Guidance on Statistical Approaches to 
Establishing Bioequivalence
www.fda.gov/drugs/news-events-human-drugs/deep-dive-fda-draft-
guidance-statistical-approaches-establishing-bioequivalence-
03142023

3/14/2023 No

11 Q2

Understanding Priorities for the Development of Digital Health 
Technologies to Support Clinical Trials for Drug Development and 
Review; Workshop
www.fda.gov/drugs/public-workshop-understanding-priorities-
development-digital-health-technologies-support-clinical

3/28/2023 – 
3/29/2023 Yes

12 Q3
FDA’s Dosage and Administration Section of Labeling Draft Guidance
www.fda.gov/drugs/news-events-human-drugs/fdas-dosage-and-
administration-section-labeling-draft-guidance-04192023

4/19/2023 – 
4/20/2023 No

http://www.fda.gov/drugs/news-events-human-drugs/depth-look-final-fda-guidance-bioavailability-studies-submitted-ndas-or-inds-general-considerations
http://www.fda.gov/drugs/news-events-human-drugs/depth-look-final-fda-guidance-bioavailability-studies-submitted-ndas-or-inds-general-considerations
http://www.fda.gov/drugs/news-events-human-drugs/depth-look-final-fda-guidance-bioavailability-studies-submitted-ndas-or-inds-general-considerations
http://www.fda.gov/drugs/news-events-human-drugs/fdaims-joint-workshop-future-drug-development-multiple-myeloma-11082022
http://www.fda.gov/drugs/news-events-human-drugs/fdaims-joint-workshop-future-drug-development-multiple-myeloma-11082022
http://www.fda.gov/drugs/news-events-human-drugs/bridging-efficacy-and-safety-obese-considerations-and-scientific-approaches-11092022
http://www.fda.gov/drugs/news-events-human-drugs/bridging-efficacy-and-safety-obese-considerations-and-scientific-approaches-11092022
http://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-cber-otat-patient-focused-drug-development-listening-meeting-patient-perspectives-gene-therapy
http://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-cber-otat-patient-focused-drug-development-listening-meeting-patient-perspectives-gene-therapy
http://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-cber-otat-patient-focused-drug-development-listening-meeting-patient-perspectives-gene-therapy
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-cdrh-snmmi-and-mita-workshop-quantitative-brain-amyloid-pet-imaging-technical
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-cdrh-snmmi-and-mita-workshop-quantitative-brain-amyloid-pet-imaging-technical
http://www.fda.gov/vaccines-blood-biologics/workshops-meetings-conferences-biologics/assessing-genetic-heterogeneity-context-genome-editing-targets-gene-therapy-products-12162022
http://www.fda.gov/vaccines-blood-biologics/workshops-meetings-conferences-biologics/assessing-genetic-heterogeneity-context-genome-editing-targets-gene-therapy-products-12162022
http://www.fda.gov/vaccines-blood-biologics/workshops-meetings-conferences-biologics/assessing-genetic-heterogeneity-context-genome-editing-targets-gene-therapy-products-12162022
http://www.fda.gov/news-events/otat-town-hall-cell-therapy-chemistry-manufacturing-and-controls-12072022
http://www.fda.gov/news-events/otat-town-hall-cell-therapy-chemistry-manufacturing-and-controls-12072022
http://www.fda.gov/drugs/news-events-human-drugs/fdas-labeling-resources-human-prescription-drugs-01262023
http://www.fda.gov/drugs/news-events-human-drugs/fdas-labeling-resources-human-prescription-drugs-01262023
http://www.fda.gov/drugs/news-events-human-drugs/overview-clinical-pharmacology-considerations-neonatal-studies-02152023
http://www.fda.gov/drugs/news-events-human-drugs/overview-clinical-pharmacology-considerations-neonatal-studies-02152023
http://www.fda.gov/drugs/news-events-human-drugs/deep-dive-fda-draft-guidance-statistical-approaches-establishing-bioequivalence-03142023
http://www.fda.gov/drugs/news-events-human-drugs/deep-dive-fda-draft-guidance-statistical-approaches-establishing-bioequivalence-03142023
http://www.fda.gov/drugs/news-events-human-drugs/deep-dive-fda-draft-guidance-statistical-approaches-establishing-bioequivalence-03142023
http://www.fda.gov/drugs/public-workshop-understanding-priorities-development-digital-health-technologies-support-clinical
http://www.fda.gov/drugs/public-workshop-understanding-priorities-development-digital-health-technologies-support-clinical
http://www.fda.gov/drugs/news-events-human-drugs/fdas-dosage-and-administration-section-labeling-draft-guidance-04192023
http://www.fda.gov/drugs/news-events-human-drugs/fdas-dosage-and-administration-section-labeling-draft-guidance-04192023
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13 Q3

Electronic Systems, Electronic Records, and Electronic Signatures 
Webinar
www.fda.gov/drugs/news-events-human-drugs/electronic-systems-
electronic-records-and-electronic-signatures-webinar-04252023

4/25/2023 No

14 Q3

Public Meeting on Patient-Focused Drug Development for Long 
COVID
www.fda.gov/drugs/news-events-human-drugs/public-meeting-patient-
focused-drug-development-long-covid-04252023

4/25/2023 No

15 Q3

FDA CDER & JHU CERSI Workshop | Addressing Challenges in the 
Design and Analysis of Rare Disease Clinical Trials:  Considerations 
and Tools
www.fda.gov/drugs/news-events-human-drugs/fda-cder-jhu-cersi-
workshop-addressing-challenges-design-and-analysis-rare-disease-
clinical-trials

5/2/2023 – 
5/3/2023 Yes

16 Q3

Public Webinar Patient-Focused Drug Development: Incorporating 
Clinical Outcome Assessments into Endpoints for Regulatory Decision 
Making – Draft Guidance
www.fda.gov/drugs/news-events-human-drugs/public-webinar-patient-
focused-drug-development-incorporating-clinical-outcome-
assessments-endpoints

5/4/2023 No

17 Q3

Creating a Roadmap to Quantitative Systems Pharmacology-Informed 
Rare Disease Drug Development
www.fda.gov/drugs/news-events-human-drugs/creating-roadmap-
quantitative-systems-pharmacology-informed-rare-disease-drug-
development-05112023

5/11/2023 No

18 Q3
Regulatory Education for Industry (REdI) Annual Conference 2023
www.fda.gov/drugs/news-events-human-drugs/regulatory-education-
industry-redi-annual-conference-2023-06052023

6/5/2023 – 
6/9/2023 No

19 Q3

FDA CDER and CBER & Duke-Margolis Center for Health Policy | 
Rare Disease Endpoint Advancement Pilot Program Workshop: Novel 
Endpoints for Rare Disease Drug Development
www.fda.gov/drugs/news-events-human-drugs/fda-cder-and-cber-
duke-margolis-center-health-policy-rare-disease-endpoint-
advancement-pilot-program

6/7/2023 – 
6/8/2023 Yes

20 Q3

2023 Financial Transparency and Efficiency of the Prescription Drug 
User Fee Act, Biosimilar User Fee Act, and Generic Drug User Fee 
Amendments
www.fda.gov/drugs/news-events-human-drugs/2023-financial-
transparency-and-efficiency-prescription-drug-user-fee-act-biosimilar-
user-fee-act

6/8/2023 Yes

21 Q3

Advancing the Utilization and Supporting the Implementation of 
Innovative Manufacturing Approaches; Public Workshop
www.federalregister.gov/documents/2023/04/24/2023-
08545/advancing-the-utilization-and-supporting-the-implementation-
of-innovative-manufacturing-approaches

6/8/2023 Yes

22 Q3

Overview: Clinical Pharmacology Considerations for Food Effect 
Studies
www.fda.gov/drugs/news-events-human-drugs/overview-clinical-
pharmacology-considerations-food-effect-studies-06152023

6/15/2023 No

23 Q3
Decentralized Clinical Trials (DCT) Draft Guidance Webinar
www.fda.gov/drugs/news-events-human-drugs/decentralized-clinical-
trials-dct-draft-guidance-06202023

6/20/2023 No

24 Q3

FDA Workshop: 8th Annual Clinical Outcome Assessment in Cancer 
Clinical Trials Workshop
www.fda.gov/news-events/fda-meetings-conferences-and-
workshops/fda-workshop-8th-annual-clinical-outcome-assessment-
cancer-clinical-trials-workshop-06272023

6/27/2023 No

25 Q4

Physiologically Based Biopharmaceutics Modeling, PBBM Best 
Scientific Practices to Drive Drug Product Quality: Latest Regulatory 
and Industry Perspectives
www.pharmacy.umaryland.edu/centers/cersievents/PBBM2023/

8/29/2023-
8/31/2023 No

http://www.fda.gov/drugs/news-events-human-drugs/electronic-systems-electronic-records-and-electronic-signatures-webinar-04252023
http://www.fda.gov/drugs/news-events-human-drugs/electronic-systems-electronic-records-and-electronic-signatures-webinar-04252023
http://www.fda.gov/drugs/news-events-human-drugs/public-meeting-patient-focused-drug-development-long-covid-04252023
http://www.fda.gov/drugs/news-events-human-drugs/public-meeting-patient-focused-drug-development-long-covid-04252023
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-jhu-cersi-workshop-addressing-challenges-design-and-analysis-rare-disease-clinical-trials
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-jhu-cersi-workshop-addressing-challenges-design-and-analysis-rare-disease-clinical-trials
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-jhu-cersi-workshop-addressing-challenges-design-and-analysis-rare-disease-clinical-trials
http://www.fda.gov/drugs/news-events-human-drugs/public-webinar-patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints
http://www.fda.gov/drugs/news-events-human-drugs/public-webinar-patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints
http://www.fda.gov/drugs/news-events-human-drugs/public-webinar-patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints
http://www.fda.gov/drugs/news-events-human-drugs/creating-roadmap-quantitative-systems-pharmacology-informed-rare-disease-drug-development-05112023
http://www.fda.gov/drugs/news-events-human-drugs/creating-roadmap-quantitative-systems-pharmacology-informed-rare-disease-drug-development-05112023
http://www.fda.gov/drugs/news-events-human-drugs/creating-roadmap-quantitative-systems-pharmacology-informed-rare-disease-drug-development-05112023
http://www.fda.gov/drugs/news-events-human-drugs/regulatory-education-industry-redi-annual-conference-2023-06052023
http://www.fda.gov/drugs/news-events-human-drugs/regulatory-education-industry-redi-annual-conference-2023-06052023
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-and-cber-duke-margolis-center-health-policy-rare-disease-endpoint-advancement-pilot-program
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-and-cber-duke-margolis-center-health-policy-rare-disease-endpoint-advancement-pilot-program
http://www.fda.gov/drugs/news-events-human-drugs/fda-cder-and-cber-duke-margolis-center-health-policy-rare-disease-endpoint-advancement-pilot-program
http://www.fda.gov/drugs/news-events-human-drugs/2023-financial-transparency-and-efficiency-prescription-drug-user-fee-act-biosimilar-user-fee-act
http://www.fda.gov/drugs/news-events-human-drugs/2023-financial-transparency-and-efficiency-prescription-drug-user-fee-act-biosimilar-user-fee-act
http://www.fda.gov/drugs/news-events-human-drugs/2023-financial-transparency-and-efficiency-prescription-drug-user-fee-act-biosimilar-user-fee-act
http://www.federalregister.gov/documents/2023/04/24/2023-08545/advancing-the-utilization-and-supporting-the-implementation-of-innovative-manufacturing-approaches
http://www.federalregister.gov/documents/2023/04/24/2023-08545/advancing-the-utilization-and-supporting-the-implementation-of-innovative-manufacturing-approaches
http://www.federalregister.gov/documents/2023/04/24/2023-08545/advancing-the-utilization-and-supporting-the-implementation-of-innovative-manufacturing-approaches
http://www.fda.gov/drugs/news-events-human-drugs/overview-clinical-pharmacology-considerations-food-effect-studies-06152023
http://www.fda.gov/drugs/news-events-human-drugs/overview-clinical-pharmacology-considerations-food-effect-studies-06152023
http://www.fda.gov/drugs/news-events-human-drugs/decentralized-clinical-trials-dct-draft-guidance-06202023
http://www.fda.gov/drugs/news-events-human-drugs/decentralized-clinical-trials-dct-draft-guidance-06202023
http://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-workshop-8th-annual-clinical-outcome-assessment-cancer-clinical-trials-workshop-06272023
http://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-workshop-8th-annual-clinical-outcome-assessment-cancer-clinical-trials-workshop-06272023
http://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-workshop-8th-annual-clinical-outcome-assessment-cancer-clinical-trials-workshop-06272023
http://www.pharmacy.umaryland.edu/centers/cersievents/PBBM2023/
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26 Q4

OTP Town Hall: Nonclinical Assessment of Cell and Gene Therapy 
Products
www.fda.gov/news-events/fda-meetings-conferences-and-
workshops/otp-town-hall-nonclinical-assessment-cell-and-gene-
therapy-products-08302023

8/30/2023 No

27 Q4
Understanding FDA Inspections and Data
www.fda.gov/drugs/news-events-human-drugs/understanding-fda-
inspections-and-data-09062023

9/6/2023 No

28 Q4

Optimizing the Use of Postapproval Pregnancy Safety Studies; Public 
Workshop
www.federalregister.gov/documents/2023/08/17/2023-
17718/optimizing-the-use-of-postapproval-pregnancy-safety-studies-
public-workshop-request-for-comments

9/18/2023 Yes

29 Q4

Use of Biomarkers for Diagnosing and Assessing Treatment 
Response in Noncirrhotic NASH Trials
www.fda.gov/drugs/news-events-human-drugs/use-biomarkers-
diagnosing-and-assessing-treatment-response-noncirrhotic-nash-
trials-09182023

9/18/2023-
9/19/2023 No

30 Q4

FDA/PQRI Workshop on the Regulatory Framework for the Utilization 
of Artificial Intelligence in Pharmaceutical Manufacturing
www.fda.gov/drugs/fdapqri-workshop-regulatory-framework-utilization-
artificial-intelligence-pharmaceutical

9/26/2023-
9/27/2023 No

New Drug and Biologics License Applications

The figures in the tables below represent filed and approved New Drug Applications (NDAs) and 
Biologics License Applications (BLAs) during FY 2023.  Figures are calculated based on the 
same criteria used in the annual PDUFA Report to Congress.  The filed figures are based on 
when the application was received and include applications that are still within the 60-day filing 
date and have not yet been filed.3  The approved figures include applications that have received 
an approval or tentative approval action.  All data is as of September 30, 2023.  

Quarterly filed figures are preliminary.

Table 3:  The number of NDAs and BLAs filed* in FY 2023 (as of September 30, 2023)

Application Type Q1 Q2 Q3 Q4 Cumulative

NDAs 30 27 a 28 b 38 123

BLAs 12 4 9 c 8 33

Total 42 31 37 46 156

* Data excludes applications that are unacceptable for filing due to nonpayment of user fees, have been withdrawn 
within 60 days of receipt, or have been refused to file.
a The NDA filed count for Q2 decreased by one since the June 30, 2023 report due to an application receiving a 
refuse to file action.

3 FDA only files applications that are sufficiently complete to permit a substantive review.  The Agency makes a filing 
decision within 60 days of an original application’s receipt.

C:\Users\Raphaela.Simon\Downloads\www.fda.gov\news-events\fda-meetings-conferences-and-workshops\otp-town-hall-nonclinical-assessment-cell-and-gene-therapy-products-08302023
C:\Users\Raphaela.Simon\Downloads\www.fda.gov\news-events\fda-meetings-conferences-and-workshops\otp-town-hall-nonclinical-assessment-cell-and-gene-therapy-products-08302023
C:\Users\Raphaela.Simon\Downloads\www.fda.gov\news-events\fda-meetings-conferences-and-workshops\otp-town-hall-nonclinical-assessment-cell-and-gene-therapy-products-08302023
http://www.fda.gov/drugs/news-events-human-drugs/understanding-fda-inspections-and-data-09062023
http://www.fda.gov/drugs/news-events-human-drugs/understanding-fda-inspections-and-data-09062023
http://www.federalregister.gov/documents/2023/08/17/2023-17718/optimizing-the-use-of-postapproval-pregnancy-safety-studies-public-workshop-request-for-comments
http://www.federalregister.gov/documents/2023/08/17/2023-17718/optimizing-the-use-of-postapproval-pregnancy-safety-studies-public-workshop-request-for-comments
http://www.federalregister.gov/documents/2023/08/17/2023-17718/optimizing-the-use-of-postapproval-pregnancy-safety-studies-public-workshop-request-for-comments
http://www.fda.gov/drugs/news-events-human-drugs/use-biomarkers-diagnosing-and-assessing-treatment-response-noncirrhotic-nash-trials-09182023
http://www.fda.gov/drugs/news-events-human-drugs/use-biomarkers-diagnosing-and-assessing-treatment-response-noncirrhotic-nash-trials-09182023
http://www.fda.gov/drugs/news-events-human-drugs/use-biomarkers-diagnosing-and-assessing-treatment-response-noncirrhotic-nash-trials-09182023
http://www.fda.gov/drugs/fdapqri-workshop-regulatory-framework-utilization-artificial-intelligence-pharmaceutical
http://www.fda.gov/drugs/fdapqri-workshop-regulatory-framework-utilization-artificial-intelligence-pharmaceutical
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b The NDA filed count for Q3 decreased by two since the June 30, 2023 report due to one application receiving a 
refuse to file action and one application being converted to an efficacy supplement..
c The BLA filed count for Q3 decreased by two since the June 30, 2023 report due to one application receiving a 
refuse to file action, two applications being converted to BsUFA BLAs, and one BLA being added due to late data 
entry.. 

Table 4:  The number of NDAs and BLAs approved in FY 2023 (as of September 30, 2023)

Application Type Q1 Q2 Q3 Q4 Cumulative

NDAs 20 27 32 30 109

BLAs 10 4 14 10 38

Total 30 31 46 40 147

Number of In-Person/Face-to-Face Meetings Requested/Granted

The tables below represent the number of in-person meetings that were requested by Sponsors 
and granted by FDA as face-to-face (in-person or virtual) and the number of in-person meetings 
requested by Sponsors that FDA granted as in-person during FY 2023.  
The data are reported for each applicable Center.

Table 5:  The number of Sponsor requested in-person meetings that FDA granted as 
face-to-face meetings (In-Person or Virtual)  in FY 2023 (as of September 30, 2023) 
     

FDA Center Q1 Q2 Q3 Q4 Cumulative

CBER 3 1 2 15 21
CDER 20 39 46 54 159
Total 23 40 48 69 180

Includes meetings granted but later canceled. In-person meetings may also include a hybrid component.  

 
 
Table 6:  The number of Sponsor requested in-person meetings that FDA granted as 
In-person meetings  in FY 2023 (as of September 30, 2023) 
     

FDA Center Q1 Q2 Q3 Q4 Cumulative

CBER 0 0 1 5 6
CDER 0 4 15 17 36
Total 0 4 16 22 42

Includes meetings granted but later canceled.  In-person meetings may also include a hybrid component.  
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Glossary of Terms Included in This Report 

Approval – An official action by FDA, communicated via letter to a NDA or BLA applicant, that 
the applicant has satisfied the requirements of the statute for approval and allows the 
commercial marketing of the product.

BLA – The BLA must contain specific information on the manufacturing processes, chemistry, 
pharmacology, clinical pharmacology, and the clinical effects of a biologic product. If the 
information provided meets FDA requirements, the application is approved, and a license is 
issued allowing the firm to market the product. 

Face-to-Face – As defined in footnote 9 in PDUFA REAUTHORIZATION PERFORMANCE 
GOALS AND PROCEDURES FISCAL YEARS 2023 THROUGH 2027, a face-to-face meeting 
includes both in-person meetings and virtual meetings on IT platforms that allow for both audio 
and visual communication.

NDA – When the sponsor of a new drug believes that enough evidence on the drug's safety and 
effectiveness has been obtained to meet FDA's requirements for marketing approval, the 
applicant submits to FDA a new drug application. The application must contain data from 
specific technical viewpoints for review, including chemistry, pharmacology, medical, 
biopharmaceutics, and statistics. If the NDA is approved, the product may be marketed in the 
United States. 

Refuse to File – An official action from FDA, communicated via letter to a NDA or BLA 
applicant, stating that the FDA has made a threshold determination that the application is not 
sufficiently complete to permit a substantive review

Tentative Approval – An official action by FDA, communicated via letter to a NDA applicant,
stating that the NDA otherwise meets the requirements for approval, but that it may not be 
legally marketed in the U.S. until the market exclusivity and/or patent term of the listed drug 
upon which the application relies has expired.

Unacceptable for Filing – An official action by FDA, communicated via letter to a NDA 
applicant, stating that the application is not accepted by the FDA for review. Note: PDUFA 
requires this action when the applicant has not submitted payment for the application, or when 
the applicant is determined to be in arrears for non-payment of annual program fees. 

https://www.fda.gov/media/151712/download
https://www.fda.gov/media/151712/download
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