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The Interplay Between 
Regulatory and IP Strategy 
During Drug Development 
and Beyond
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“The Hatch-Waxman Act strikes a balance between two potentially competing policy interests—

inducing pioneering development of pharmaceutical formulations and methods and facilitating 

efficient transition to a market with low cost, generic copies of those pioneering inventions at the 

close of a patent term.” 

Novo Nordisk A/S, et al. v. Caraco Pharmaceutical Laboratories, Ltd., 601 F.3d 1359, 1360 (Fed. Cir. 2010).

Hatch Waxman Act: A Policy Compromise

BACKGROUND
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New Chemical Entity Exclusivity (NCE):

• 5 years of exclusivity for a drug product that contains a new chemical entity

• Precludes submission of a 505(b)(2) or ANDA application for a drug product with the same active moiety

• An ANDA or 505(b)(2) application can be submitted in year 4 with a Paragraph 4 certification if the NDA has 

patentslisted in the Orange Book

New Clinical Investigation Exclusivity (NCI):

• 3 years of exclusivity to NDAs and supplemental NDAs that contain new clinical investigations (other than 

bioavailabilitystudies) essential to approval of the application.

• FDA may accept and review ANDA or 505(b)(2) applications but cannot grant full approval until the exclusivity ends.

180-Day Exclusivity for Generic Drugs:

• 180-day exclusivity for the first applicant to file an ANDA that contains a Paragraph IV certification.

• Precludes approval of subsequent ANDAs during this 180-day period

• Biological Product Exclusivity: Blocks submission of biosimilar application for 4 years and approval of a biosimilar 

application for12 years from date of first licensure

What Each Side Got 

BACKGROUND
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• Adds 6 months of exclusivity to the end of listed patents or other regulatory exclusivities for sponsors that 

conduct a pediatric study at FDA's written request

• Does not extend the patent term but precludes FDA from approving a 505(b)(2), ANDA, or Section 

351(k) biosimilar application during the 6-month period

Orphan Drug Exclusivity (ODE): 

• 7 years of exclusivity for use in the rare disease or condition for which it was designated.

• A rare disease or condition affects less than 200,000 people in the United States; orphan subsets may also 

be eligible

• During the exclusivity period, FDA will not approve another application for “same drug” for the “same 

disease or condition” unless clinically superior

Other Regulatory Exclusivities

BACKGROUND
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Hatch Waxman Act has been Wildly Successful 

BACKGROUND
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Drug Development
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Modern Day Drug Development

DRUG DEVELOPMENT

Clinical FDA FilingPreclinicalDiscovery

• Target Selection

• Lead Compound

• SAR optimization

• Pharmacological 

assessment

• Toxicology

• Formulation

• Pharmacokinetics

• Large scale 

synthesis

• Phase I
• Safety in volunteers, 

PK studies 

• Phase II
• Smaller scale trials 

in patients to assess 
efficacy

• Longer term tox 
studies

• Phase III
• Large scale clinical 

trials assessing 
efficacy and safety 

• Comprehensive 
data analyzed and 
submitted to FDA
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A Drug’s Life

DRUG DEVELOPMENT

15 20 25 301050

Drug Development

Drug Discovery

Preclinical 

Testing

Phase I 

& II

IND

Approved

Phase III

FDA Accepts 

NDA
NDA Approved

Review of NDA
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• Orange Book-Listed Patents

• Compound

• Formulation

• Methods of Treatment

• Crystalline Form/Polymorph

• Devices (sometimes listable) 

• Process Patents

• Metabolite Patents

Typical Types of Patents

DRUG DEVELOPMENT
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A Drug’s Life

DRUG DEVELOPMENT

15 20 25 301050

Drug Development

Drug Discovery

Preclinical 

Testing

Phase I 

& II

IND

Approved

Phase III

FDA Accepts 

NDA
NDA Approved

Review of NDA

Generic

Challenge

Potential

Patent

Exclusivity
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FDA
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• End-of-Phase 1 Meeting: For biologics that treat life-threatening and debilitating illnesses or drugs under accelerated 

approval for serious/life-threatening illnesses, discuss proposed phase 2 protocol, identify population for phase 3 trials

• End-of-Phase 2 Meeting: Discuss trial designs, modeling strategies, and clinical trial simulation

• Pre NDA/BLA Meeting: "Preview” of general information to be provided in application, discuss appropriate methods for 

statistical analysis approach to presentation and formatting of the data

• Type A Meeting: To discuss otherwise stalled product development or address an important safety issue

Clinical Phase

Lifecycle of an FDA-Regulated Product

FDA

Preclinical Clinical FDA Filing
Launch

End-of-Phase 1 

Meeting

End-of-Phase 2 

Meeting

Pre-NDA / BLA 

Meeting

Type A Meeting

Challenge
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FDA Formal Meeting Types

FDA

Type A Type B Type C Type D

Purpose 

/ Aims

• Scheduled to help an 

otherwise stalled 

product development 

program including 

dispute resolution.

• Pre-investigational new drug 

application (Pre-IND) meetings

• Pre-new drug 

application/biologics license 

(Pre-NDA/BLA) application 

meetings

• Certain end-of-phase 1 meetings

• End-of-phase 2 and Pre-phase 3 

meetings

• Development for breakthrough 

designation products

• Any meeting other than 

a Type A or Type B 

regarding the 

development and review 

of a product.

• Focused on a narrow set 

of issues (Ideally no 

more than 2 focused 

topics) and should not 

require input from more 

than 3 disciplines or 

Divisions.

Timing

• Typically scheduled to 

occur within 30 days of 

FDA receipt of a 

meeting request. 

• FDA will grant or deny 

the request within 14 

days of receipt

• Typically scheduled to occur 

within 60 days of FDA receipt of 

the meeting request.

• FDA will grant or deny the 

request within 21 days of receipt

• Typically scheduled to 

occur within 75 days of 

FDA receipt of the 

meeting request.

• FDA will grant or deny 

the request within 21 

days of receipt

• Typically scheduled to 

occur within 50 days of 

receipt of the meeting 

request

• FDA will respond within 

14 days of receipt.

See, U.S. Food and Drug Admin., Guidance for Industry Formal Meetings Between the FDA and Sponsors or Applicants (2017), https://www.fda.gov/media/109951/download; SOPP 8101.1: Regulatory Meetings with Sponsors and Applicants for Drugs and 

Biological Products (Mar, 2023), https://www.fda.gov/media/84040/download#:~:text=Type%20D%20Meeting%20-%20A%20meeting,than%203%20disciplines%20or%20Divisions. 

https://www.fda.gov/media/109951/download
https://www.fda.gov/media/84040/download#:~:text=Type%20D%20Meeting%20-%20A%20meeting,than%203%20disciplines%20or%20Divisions
https://www.fda.gov/media/84040/download#:~:text=Type%20D%20Meeting%20-%20A%20meeting,than%203%20disciplines%20or%20Divisions
https://www.fda.gov/media/84040/download#:~:text=Type%20D%20Meeting%20-%20A%20meeting,than%203%20disciplines%20or%20Divisions
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Patent Opportunities:

•Formulation

•Pharmacokinetics/Pharmacodynamics 

•Dosing Regimen 

•Method of treatment

•Large Scale production

•Crystalline form/polymorphs 

Coordination Opportunities:

•Label (Product Insert) 

•Indication and usage

•Clinical trials

•Patient counseling

•Investigator’s Brochure

•Formulation  

•Manufacturing concerns

•Stability 

Clinical Phase

Lifecycle of an FDA-Regulated Product

FDA

Preclinical Clinical FDA Filing
Launch

End-of-Phase 1 

Meeting

End-of-Phase 2 

Meeting

Pre-NDA / BLA 

Meeting

Type A Meeting

Challenge
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What are the steps once I submit?

•Refuse to File: FDA may refuse to file if application is incomplete or not submitted in the proper form/format

•Mid-Cycle Review Meeting: Discuss review status, flag issues, update timelines, determination on need for post-

marketing commitments including REMS. 

•Late Cycle Review Meeting: Topics can include major deficiencies identified, potential issues to be discussed by an 

Advisory Committee, status update of FDA review activities

•Label Negotiations: Negotiation of the drug’s final package label with FDA.

Submission and FDA Review

Lifecycle of an FDA-Regulated Product

FDA

Preclinical Clinical FDA Filing
Launch

NDA/ BLA 

Filing

Refuse to File

Mid- Cycle 

Review Meeting 

Late-Cycle Review 

Meeting 

Challenge
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Lifecycle of an FDA-Regulated Product

FDA

Preclinical Clinical FDA Filing

Launch

Complete Response 

Letter
Formal Dispute 

Resolution

Postmarketing 

Commitments (ongoing)

APA Litigation

Challenge

Approval

What if I do not get approved?

•Sponsors can engage with / challenge FDA:

•Formal Dispute Resolution: Sponsor / Applicant can obtain formal review to resolve scientific or medical disputes 

by the supervisor of the employee who made the decision

•Administrative Procedures Act (APA) Litigation:  Challenge FDA in court for arbitrary or capricious actions or 

ctions that exceed the agency's statutory authority. Post Loper-Bright such challenges may be more likely but also 

require sponsors to more seriously consider intervening

What if I get approved with the label I want?

• Sue competitors for infringement
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The Importance of 
the Label 
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Induced Infringement

THE IMPORTANCE OF THE LABEL

“[F]or a court to find induced infringement, it must be 

established that the defendant possessed specific intent to 

encourage another's infringement . . . When proof of intent 

to encourage depends on the label accompanying the 

marketing of a drug, the label must encourage, 

recommend, or promote infringement.” 

Sanofi v. Watson Lab’ys Inc., 875 F.3d 636, 644 (Fed. Cir. 2017) 

(internal quotations and citations omitted). 
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Induced Infringement

THE IMPORTANCE OF THE LABEL
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Induced Infringement

THE IMPORTANCE OF THE LABEL
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Induced Infringement

THE IMPORTANCE OF THE LABEL
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Connect with us

CONTACT INFORMATION

Sonia Nath

Washington, DC

+1 202 776 2120

snath@cooley.com

Chad Shear

San Diego, CA

+1 858 550 6019

cshear@cooley.com

mailto:snath@cooley.com
mailto:cshear@cooley.com


Thank you. 
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