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Learning Objectives

e Clarify the purpose of the redesigned pre-submission
(PSUB) meetings under GDUFA I

* Describe new GDUFA Il timeline and changes to overall
meeting goal and process

e |dentify what, when, where, and how to submit your
PSUB meeting request
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Goals of Pre-ANDA Program

* Clarify regulatory expectations for prospective applicants early
in product development

* Assist applicants in developing more complete submissions

* Promote a more efficient and effective ANDA assessment
process

 Reduce the number of assessment cycles needed to obtain
ANDA approval
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Complex active
pharmaceutical
ingredient (API)

Complex routes of
delivery

Complex dosage
forms/formulations

Complex drug-device
combinations

Other products

Complex Products

® Any drug product containing a complex API, regardless of administration routes and
dosage forms.

e.g., Conjugated Estrogen Tablet, Glatiramer Acetate Injection

* Any non-solution drug product with a non-systemic site of action (e.g., topical,
ophthalmic, local gastrointestinal (Gl) action)

e.g., Cyclosporine Emulsion, Acyclovir Cream

e Any non-oral complex formulation/dosage form product where there are often two or
more discrete states of matter within the formulation

e.g., Doxorubicin HCI Liposomes, Leuprolide Acetate for Depot Suspension

e Where the drug constituent part is pre-loaded in a product-specific device constituent
part or is specifically cross-labeled for use with a specific device, in which the device
design affects drug delivery to the site of action and/or absorption

e.g., Epinephrine Injection (autoinjector)

* Any solid oral opioid drug products with FDA approved labeling for that show
properties (and thus gaining their labeling) to meaningfully deter drug abuse

e.g., Hydrocodone Bitartrate ER Tablet

e Lionberger R. Innovation for Generic Drugs: Science and Research Under the Generic Drug User Fee Amendments of 2012, Clinical Pharmacology
& Therapeutics (CPT), 2019, Vol.105(4), p.878-885;

www.fda.gov *  GDUFA Ill Commitment Letter;
e  MAPP 5240.10: Classifvinag Approved New Drua Products as Complex Products for Generic Druag Develooment Purposes (April 2022)


https://www.fda.gov/media/153631/download
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDEsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMjA0MTMuNTYzODMwNDEiLCJ1cmwiOiJodHRwczovL3d3dy5mZGEuZ292L21lZGlhLzE1NzY3NS9kb3dubG9hZD91dG1fbWVkaXVtPWVtYWlsJnV0bV9zb3VyY2U9Z292ZGVsaXZlcnkifQ.oa6YLkvIHeiSxWTQ5rrmO_eDdUZPBdLpBwwA5mezhLo/s/1257355954/br/129776013972-l

Pre-ANDA Meetings

Pre-ANDA meetings were introduced in GDUFA Il to
facilitate pre-submission communications between the FDA
and a prospective applicant related to a complex product
and/or complicated drug development questions

> Product Development (PDEV) — No change from GDUFA Il
> Pre-submission (PSUB) — Redesigned for GDUFA Il]

GDUFA: Generic Drug User Fee Amendments
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Purpose of Redesigned PSUB Meetings

* Provides a prospective applicant the opportunity to present unique or novel
data or information that will be included in the ANDA submission, such as

Formulation

Key studies

Justifications

Methods used in product development

o Interrelationship of the data and information in the ANDA

O O O O

 DOES NOT include substantive assessment of summary data or full study
reports

* IS NOT an opportunity to determine whether the ANDA is acceptable for
receipt
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PSUB Meeting Eligibility

v FDA will grant a PSUB:

» If prospective applicant was granted a prior product
development (PDEV) meeting for the same complex
generic product

» If FDA believes in its sole discretion that a PSUB meeting
would improve assessment efficiency

» Prospective ANDA applicants may request a PSUB meeting
whether they had a PDEV meeting or not

www.fda.gov 7



PSUB Meeting Timeline

New timeline in GDUFA 111! Optional: Prospective
Applicant can submit
Preliminary Comments summary of meeting

> 5 days before discussion w/in 7 days of Meet::sgu l:l(;nutes ANDA Submission

PR Mccing Grant/Deny Letter
EgUCSL Issued

Submitted* meeting date meeting date

Hold meeting w/in 60 days of Meeting Minutes Recommended to submit PSUB meeting
FDA Receipt Date w/in 30 days of Meeting Date request 6-8 months before submission

' of the ANDA

'Day 0 = FDA Receipt Date
Days = calendar days

www.fda.gov



PSUB Meeting Package

e Refer to the “Formal Meetings Guidance” before
submitting

e Submit concurrently with the PSUB meeting request
* In general, high-level information is sufficient

* In general, should not include questions

“Formal Meetings Guidance”: Guidance for industry Formal Meetings Between FDA and ANDA
Applicants of Complex Products Under GDUFA
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PSUB Meeting Package

* Meeting package should include the following, among other
items:

— If there were any prior PDEV meetings for the same proposed complex
generic product

e Event IDs for the prior PDEV meeting(s)
e Summary of the advice provided from PDEV meeting(s)

— If no prior PDEV meeting(s) were held, an explanation for why a PSUB
meeting should be granted

— Estimated timeline for submission of the ANDA

— Unique or novel data or information to be included in the ANDA
submission

www.fda.gov 10



PSUB Meeting Package

 PSUB meeting package can be
submitted in the format of a draft
meeting presentation

— For a suggested presentation
outline template with
recommendations on
information that should be
included, see Appendix B of the
“Formal Meetings Guidance”

Refer to guidance for industry Formal Meetings Between FDA and ANDA
Applicants of Complex Products Under GDUFA

www.fda.gov

Comtains Nowbinding Recowmendationy

B. Pre-Submi M g P hom Owetlioe Template for Prospective ANDA
Applicansy

The pro-subeussion mecting presentivoon outling semplato provided below is imendod 1o sssat
prospective ANDA applicants in prepanng pev-ssbmission mesting presentations, and it inchades
sugpested tems trom the Agency for prospective ANDA apphicests to preseat mn e pre
sabmicvicn mectings 10 help orent the dowmmeon. Segpesiod ilems Ko the pec-sdnission
mocting presentation include, bt sre non lasted 800 (1) foemalation, (2) new seadyical methods
(3) new statistical methods; (4) movel in varo drug release testing methods; (51 alleenative
Broaquivalence staly design o the recommendations in the product-specific isdmee widh
ssndicomion Sor the altemative study design: (6) regulatory history, and (7) sumesary of gemens
developenent

Prospectve ANDA apphicants should address the suggesed mems, ay apphcable, and proade
respanass mfonmateon 38 sppropnste in 4 consie sad clesr neaner

Note that the information included below ja oot as exhauative list of the information G
prospective ANDA applicants sbould consiler incloday in thew pue-subessalon seeeting
preventation. There may he additican] #ers Sat should be mchaled in the pre-submission
meeling preventation

Preseration Outlin: Tesplase:

1. Pre-Sebuission Mesting Requent Summmary
& Applicant tame
b Antcipated ANDA ssbmission dato
. Reference Listed Doug (RLD)
L Infoemation on drug subsiance, dosage form, route of adesssstnnon
i RLI infarmation (RLD number, sppevval datz, spphcation holder)
i lodicetionis)
w. Dose snd rowte of sdministrution
i Reference Sundud
L lsdhicese of the Refermnce Ssandand is the same as the RLD
B When the Reference Stamdard is differsni frven the RLID, include the
Reference Standsed sformation (pplication mumber, approval date
spplication hokder)
e Complex drug as defined by the GDUFA 11 commutment Jetter {edicae 2 thae
apply)
L Comples active ingrediont
. Complex foemudation
. Complix route of delivery
w. Complex dosage form
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PSUB
Meeting

in user interface

/ Different design '\

Alternative BE
study design to
recommendation
in PSG

Package @G /

Novel

/ bioanalytical or '

analytical
methods used
in vivo or in

. vitro BE study

www.fda.gov

UNIQUE OR NOVEL

Novel or unique
approaches to
development,

manufacture and

control strategy

Novel in vitro
drug release .
testing methods

New statistical
methods

BE = Bioequivalence
PSG = Product-specific guidance
RLD = Reference listed drug

12



Submitting Your Meeting Request FOA

* Obtain a pre-assigned ANDA number if no prior PDEV meeting

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm1140
27.htm

e Submit via the CDER Direct NextGen Collaboration Portal

https://edm.fda.gov

Welcome to

CDER NextGen

Your girect iine to 1

'

www.fda.gov 13
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Submitting Your Meeting Request

FUA

ANDA Information

* What is the type for this Pre-ANDA Meeting Request?

ANDA Pre-Submission Meeting v

* Whint s the type for this Pre-ANOA Meeting Reguest?

ANDA Pra-Submission Mesting v

Pre-ANDA Proguct Development - Discuss now Or altemative approacnes 1o demonstrating equlvalence earty in proguct
davelopmant

ANDA Presubmission Meeting - Discuss the content and format of unigee, navel or complex compoanents of an upcoming
ANDA submission

* Has the ANDA for which you st subbmitting « Meeting Request been granted
s Competitive Generic Therapy Designation?

Yes

No

* Has a Product Development Meeting been held between you and FDA?
e Yeos
Nao

* What is the Event ID of the previously held product development meeting?

www.fda.gov

* Has o Product Developrment Mesting been held between you and FOA?
® You
No

* What I the Event 1D of the previously held product development meeting?

14



Parallel grant/deny assessments performed by OGD and OPQ

Within 30 Days of Receipt

o  W.ill reach one unified decision

If granting, FDA will:

o Identify ANDA assessment team members who will attend the PSUB
meeting

o Inthe grant letter, identify additional topics that prospective applicant
should address during the meeting, when applicable

If denying, FDA will provide the reason for denial

By Day 30, issue grant/deny letter

www.fda.gov 15



Your Meeting Was Granted

 PSUB offered as in-person face-to-face (FTF) or videoconference
meetings

— As of March 27, 2023, prospective applicants can request in-person
FTF meetings for PDEV or PSUB meetings

* If your request meets the criteria in the GDUFA [ll commitment
letter, FDA will generally grant the requested meeting format

 Format of the meeting and scheduling information will be
included in your grant letter

* A project manager (PM) from the Office of Research and
Standards (ORS) will be your primary point of contact

www.fda.gov 16



Within 60 Days of Receipt

 FDA will generally not issue information requests for PSUB meetings

* Draft presentations may be updated up to 21 days prior to the meeting so
that FDA may provide preliminary comments at least 5 days before the
meeting date

— Final presentations should be submitted at least 48 hours prior to the
scheduled meeting date

* FDA will issue preliminary written comments no later than 5 days prior to
the meeting date

— FDA may indicate there are no comments

* Preliminary comments should not result in cancellation of a PSUB meeting
By Day 60, PSUB meeting is held

www.fda.gov 17



In-Person Meetings FOA

* Atleast 2 weeks prior to the scheduled meeting date provide the assigned
PM:

o Name, title, and company affiliation of all meeting participants

o Relevant information (e.g., country of citizenship, passport information, etc.) for any
Foreign National (FN) visitors participating in person

= Foreign Visitor Data Request Form will be included with the Meeting Request
Granted Letter (PSUB) or Meeting Information Letter (PDEV)

e ALL visitors must present a valid government-issued photo identification
on the day of the meeting

o FN visitors must present the passport that matches information provided to the PM or
will be denied entry

o Lawful Permanent Residents (LPR) of the U.S. must present a valid LPR card. Other
forms of identification will not be accepted

www.fda.gov 18



Meeting Day

* Meetings are typically 60 minutes

* Prospective applicant’s presentation will help orient the
discussion

 FDA attendees will include:
o Members of the ANDA assessment team

* Participants in prior PDEV meetings, if applicable

At the meeting, FDA will identify items or information that
should be clarified before submission of the ANDA

www.fda.gov 19



Meeting Minutes

* If a prospective applicant would like FDA to consider their
meeting summary:

o Submit within 7 calendar days of the meeting via the portal

* FDA will issue meeting minutes within 30 calendar days
after the meeting date

 FDA-issued minutes are considered the official record of
the meeting

www.fda.gov
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Dispute of Meeting Minutes

* A prospective applicant requesting additional clarification
of the meeting minutes issued by FDA should contact the
assigned FDA point of contact (POC)

* FDA recommends any concerns about the meeting
minutes be submitted in writing to FDA within 10
calendar days of receipt

www.fda.gov
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Challenge Question #1

FDA recommends that a pre-submission
meeting request be submitted how far in
advance of the ANDA submission?

A. 12 months
B. 6-8 months
C. 10-12 months
D. 2-3 months

www.fda.gov
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Challenge Question #2

Which of the following statements is NOT true?

A. In GDUFA Ill, PSUB meetings provide prospective applicants the
opportunity to present unique or novel data or information that will
be included in the ANDA submission

B. For a PSUB meeting, FDA will not provide a substantive assessment
of summary data or full study reports

C. A PSUB meeting will be granted as a teleconference or written
response only if requested by the prospective applicants

D. The meeting package for a PSUB meeting can be submitted in the
format of a draft presentation

www.fda.gov 23



Summary

 PSUB meeting has been redesigned for GDUFA Il with a new scope
and timeline GDUFA Ii GDUFA Il

' To discuss and explain To present unique or novel
GmtlDenyGoal Date ' Within 14 days of receipt D Within 30 days of receipt

Within 120 days of granting D Within 60 days of receipt

 Arequest for a PSUB meeting should be made approximately 6-8
months before the ANDA submission

e Seek FDA’s input via a PDEV meeting so that FDA has knowledge of
your development program at the time of the PSUB meeting

www.fda.gov 24



FOA

Resources

GDUFA Reauthorization Performance Goals And Program: Enhancements Fiscal Years
2023-2027 (GDUFA IIl Commitment Letter)

Guidance for industry Formal Meetings Between FDA and ANDA Applicants of Complex
Products Under GDUFA (October 2022)

MAPP 5220.8 (Rev 1): Evaluating Requests for and Conducting Product Development and
Pre-Submission Pre-ANDA Meetings (October 2022)

Infographic: GDUFA Il — Summary of Teleconferences and Meetings

MAPP 5240.10: Classifying Approved New Druq Products as Complex Products for
Generic Drug Development Purposes (April 2022)

Draft guidance for industry Controlled Correspondence Related to Generic Drug
Development (December 2022)

GDUEFA Il Enhancement to the Pre-ANDA Program

www.fda.gov 25


https://www.fda.gov/media/153631/download
https://www.fda.gov/media/153631/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/formal-meetings-between-fda-and-anda-applicants-complex-products-under-gdufa-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/formal-meetings-between-fda-and-anda-applicants-complex-products-under-gdufa-guidance-industry
https://www.fda.gov/media/130874/download
https://www.fda.gov/media/130874/download
https://www.fda.gov/media/162239/download
https://www.fda.gov/media/157675/download
https://www.fda.gov/media/157675/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/controlled-correspondence-related-generic-drug-development
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/controlled-correspondence-related-generic-drug-development
https:/www.fda.gov/industry/generic-drug-user-fee-amendments/gdufa-iii-enhancements-pre-anda-program
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