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Item 7.01 Regulation FD Disclosure.

On September 24, 2019, Avadel Pharmaceuticals plc (the “Company™) intends to make a presentation at the Ladenburg Thalmann 2019 Healthcare
Conference in New York, New York (the “Conference”). A copy of the Company’s complete slide presentation to be used at the Conference is being furnished
as Exhibit 99.1 to this Current Report on Form 8-K. The Company’s presentation will be webcast live and can be accessed by visiting the Investor section of
the Company’s website at http://www.avadel.com. A replay of the presentation, together with the complete slide presentation, will also be available and
archived for 90 days on the website following the event.

The information responsive to Item 7.01 of this Form 8-K, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the Securities
Exchange Act of 1934 (the “Exchange Act”) or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any
filing under the Securities Act of 1933 or the Exchange Act, except as may be expressly set forth by specific reference in such a filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

99.1 Slide Presentation of Avadel Pharmaceuticals plc as of September 24, 2019




SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.

AVADEL PHARMACEUTICALS PLC

By: /s/ Phillandas T. Thompson

Phillandas T. Thompson
Senior Vice President, General Counsel and Corporate Secretary

Date: September 24, 2019
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The Power of Medicine. Reinvented.

Avadel Pharmaceuticals plc
Nasdaq: AVDL

Company Overview - September 2019
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I
Safe Harbor

This presentation may include forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Seclion 21E of the Securites Exchange
Act of 1934, The words “will " “may,” ‘believe " “expect,” "anlicipate,” “estimate,” “project” and similar expressions, and the negatives thereof, identify forward-looking
statements, each of which speaks only as of the date the stalement is made. Although we believe that ouwr forward-looking statements are based on reasonable
assumptions within the bounds of our knowledge of our business and operations, our business is subject to significant nisks and as a result there can be no assurance
that actual results of our research, development and commercialization activities and our results of operations will not differ matesially from the results contemplated in
such forward-looking statements. These nsks include: (a) nsks relaling o our recent cosi-saving aclions, including the nsks that (i) such actons may nof resull in the
amount of cost savings that we anlicipale; and (i) such cosf-saving aclions may cause us o incur one-time costs in amounts greater than we anticipale; (b) nsks
relafing lo the development of owr invesligational "FT218" sodiurn oxybale product including the nisks that (i) we may nol have adequate capilal to complele the
develapment of FT218, we may need to obtain addalions! capital for such pumose, and such addtional capial may not be avalable on alfractive lerms or at all) (i) we
may be unsuccassiil in accelerating the pace of our clinical trial enroliment for the Phase 3 REST-ON clinical fnal, ar we could expanance dalay or failure in completing
that clinical irial; i) we may encounter challenges in the remaining development efforts for FT218; iv) the FDA may determine there are deficiencies in the NDA, for
FT218 or may never approve the NDAfor FT218; v) FT218 may not have the therapeutic benefits we anticipate; vi) the commercial launch of FT218 could be delayed,
vil) FT218 may not achieve commercial acceptance, and viii) other companies may develop competing products that may receive FDA approval before FT218; and (c)
the other risks, uncartainties and corfingencies dascribed in the Company's filngs with the ULS. Securifies and Exchange Comimission, including our anmial repod on
Form 10-K for the year ended Decernber 31, 2018 and owr quarterly reporfs on Form 10-Q for the penods ended March 31, 2019 and June 30 2018, in particular
disclosuras thal may be sef forth under the caplions “Forwand-Looking Sfatements ™ and “Risk Faclors, " including withowt limitation: our dependence on a small number
of products and cuslomers for the magonty of our revenues, the possibility that our Bloxiverz® Vazeulep® and Akovar® products, which are not palent profected, couwld
conlinue 1o face subsiantial and increased competition resulting in a further loss of market share andior forcing vs to further reduce the prices we charge for those
products; the possibilily thal we could fail fo successfully complete the research and development for products we are evalualing for potential application to the FDA
pursuant to our “unapproved-to-approved " strategy. or that compelitors could complee the development of such products and apply for FOA approval of such products
before us, the possibiily that our competilors may develop and markel technologes or products that are more effective or safer than ours, or oblan reguiatory approval
and market such technologies or products before we do; and our dependence on key personngl fo axecute our business plan. You should not place undue reliance on
forward-looking staternenis, which speak only as of the dale they are made and are nol guaraniees of future performance. We do not underlake any obligation to
publicly update or revise these forward-looking stalements.
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“rAvadel

THE NEwW AVADEL

We are an emerging bio-pharmaceutical company. Our primary focus is on the development and
potential FDA approval for our Phase Ill orphan designated once-nightly sodium oxybate, FT218, for the
treatment of excessive daytime sleepiness (EDS) and cataplexy in patients suffering from narcolepsy. In
addition, we market three FDA approved sterile injectable drugs used in the hospital setting which were

developed under our “unapproved marketed drug” (UMD} program.

CNS/SLEEP HOSPITAL

& Aradel 2019 Al rights resened




The New AVADEL
2019 YTD - Transformational Change... Building Momentum

Refocused N Restructured i"\ Recruited

+ Strategically refocused on
FT218, a significant late stage
opportunity

* Operationally restructured company
resulting in >$80M in annualized
cost reductions

« Strengthened management,
clinical and medical teams through
recruitment of seasoned industry
professionals

New Chief Medical Officer, Clinical
Operations Lead and Medical
Director

+ Orphan designated Phase Il
investigational asset

I
I
[}
i
i « Exited Noctiva™ and winding down
I
|
+ REST-ON clinical trial 94% i
I
I
I
I
I
[}
I
[}
I
I
I
I

Avadel Specialty Pharmaceuticals,
LLC entity

enrclled and expected to >85% FTE reduction by 12/31/19

complete enrcliment by end of Making significant impact on

* Consolidating geographic locations

2019 timing and resources for the
- Targeting $1.6B market * Optimizing hospital cash flow REST-ON clinical trial
. generation
opportunity

- o - -

- Positioning the new AVADEL to capitalize on the potential promise of FT218 with adequate liquidity to _i
ll complete the REST-ON clinical trial !

e e e e e e e e e ————
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The New AVADEL
Investment Highlights

&

FT218

Phase 3 Study
Mear Completion

ﬁ
Hospital Portfaolio
Funds Operations

References: 1, Annualized Xyrerm river

& Avadel 2019, &l nghts resened

FT218 is a once-nightly dose of sodium oxybate that may offer a substantial improvement compared fo standard of care
Orphan drug designation that targets a growing $1 687 market

Intellectual property protection through at least June 2037 with addiional pending patent filings

The FT218 Phase 3 study, REST-ON, is 94% enrolled w
Enrollment to be completed by end of 2019 (target); data readout in Q2 2020

Mo new chemical entity (WCE) risk as a formulation of a well understood molecule being filed under a 505(b)(2) pathway

Single Phase 3 sludy required for approval for both excessive daytime skeepiness and cataplexy indications

Cash flowing hospital business to help fund FT218 and strengthen balance sheet
Pending portfolio expansion with December 15, 2019 NDA PDUFA date for AVOD1

Sufficient liquidity to fund operations into 2021 including completion of the REST-ON clinical trial

frgm Jazz Pharmaciulicals Q2 2019 samangs poessroelease, August s 2019
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Narcolepsy Overview

cnsisLeep I

A sleep disorder, involving irregular patterns in Rapid Eye Movement (REM) sleep and significant disruptions of
normal sleep/wake cycle that result in excessive daytime sleepiness (EDS) and cataplexy

* Large orphan patient
population; an estimated
~ 200K Americans
suffer from Narcolepsy?

* Prevalent symptoms
include: Excessive

Daytime Sleepiness (EDS)
and Cataplexy:
References: 1. Marcolepsy Netwark loundation hEpfinarcelepsynebwark orglabout-narcolepsyl 2. Xyrem 2018 Financial Results slide praseniation. pub

& Sadel 2019, 4 rights resensed

Narcolepsyis difficult
to diagnose, requiring a
complex series of tests

Only 25% of people
with narcolepsy have
beendiagnosed and are
receiving treatment’

+ ~14,700diagnosed
patients are treated with
sodium oxybate®

+ Current SOC - Sodium
oxybate dosedtwice-
night totaling between Bg
- 8g?

shed August s, 2019
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I CNS/SLEEP
Transforming the way we treat patients

Current treatment paradigm Avadel's FT218
Sodium Oxybate 2x-nightly is the only FDA- ﬁ The. Mi{:rupum:_:l"‘ deliuerz_.r technology is .
approved treatment for cataplexy and EDS in designed to deliver one smg!e dos_e at hen:!tlme
narcolepsy and prevent the need for waking up in the middle
of the night for a second dose
Mean PK Profiles Overall exposure (AUC) of FT218 meets bioequivalence criteria compared to
i AUC of twice-nightly sodium oxybate IR®
& FT218, n=26 . Overall Cmax of FT218 is lower than that of twice-nightly sodium oxybate IR’
Fx 7 —8- Twice-nightly sodium oxybate, n=27
5% " @ oring blood levels (CBh) of FT218 are similar to twice-nightly sodium oxybate IR
g; w—..o.-. ‘-. it ek
14 | :
e
&2 Pl | h i. bt . . . . N
. Ny “That would be life changing. To not have to get up in
0 , T — I' § the middle of the night, EVERY SINGLE NIGHT.”
o ] 4 ] a =]
Tirne (0} — A twice-nightly sodium oxybate patient
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I cnsisLeep
Avadel’'s View of the FT218 Opportunity

FT218

A Better Solution \/

Despite being the standard of care, only 9% of patients are prescribed 2x-nightly sodium oxybate as 1% line therapy!’

Improved compliance
Approximately 44% of newly treated patients discontinue twice-nightly sodium oxybate within 12 months and data
suggests ~27% of patients are non-compliant with 2nd dose’?

Market research shows physicians prefer 1x-nightly over 2x-low sodium and generics’

Large Market
Zx-nightly sodium oxybate (Xyrem®) revenues exceeded $1.6 hillion* in 2018 branded sales

v
Improved Dosing A
v

References: 1. Data on file. 2. Mayer 3l Sieap, 2018, 41(9). 3. Data onfile, 4. AnnuakzedXyrem revenuss fromJazz Fharmaceuticats 02 3010 eamings press release
August 6, 2019, 5 according to Drugs.com hRps Feww drugs comiprics-gui detorem
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I cnsisLEEP

An Overview of the Phase 3 Trial, REST-ON

Study Design

94% enrolled as of September 2019

Randomized, double-blind, parallel-group placebo-controlled study
with 1:1 randomization to FT218 or placebao in patients with
Narcolepsy, either NT1 or NT2

Primary objective is to evaluate the efficacyof FT218

Secondary objective is to evaluate the safety and tolerability of
FT218

Primary endpoints: Maintenance of Wakefulness Test (MWT),
Clinical Global Impression (CGl)and number of Cataplexy attacks

Starting dose of 4.5g and titrating up to 9g
13-week duration

N =205

Special Protocol Assessmentin place with FDA

& Avadel 2019, &l nights resened

FDA Special Protocol
Assessment Updates
(announced 9/23/19)

. Reduce # of randomized patients to 205
. Complete enrollment by end of 2019 (target)
. Announce topline data in Q2 2020 (target)

REST-ON

remains one of the largest studies ever conducted
in these indications

wAvadel”™ | ¢




I cnsisLEEP

REST-ON Statistical Analysis Plan (SAP) and Protocol Amendment

FDA Special Protocol Assessment (SPA) Amendment

[announced 9

Study Impact

+ Modified the statistical analysis of the primary endpoint
from two doses in parallel (7.5 or 9 g) to each dose
sequentially (9 g followed by 7.5 g)

+ If 9g analysis is positive, repeat these analyses for 7.5g,
followed by analyses for6.0g

* As aresult, p-value requirement increases from 0.025
to 0.05

+ Sample size decreases from 264 to a target of 205

* Mo modifications were made to the fundamental design
of the study including:

* Primary and secondary endpoints
+ Dosing scheme or dosestested
* Duration of treatment for randomized patients
+ Maintains a robustness of overall study power needed

to demonstrate statistical significance for both
excessive daytime sleepiness and cataplexy

= The SPA remains intact per previous agreement

& Araded 2079 &1 nighds resened
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HOSPITAL [

The Hospital Franchise

H1 2019 revenues of ~$34M; strategic objective is to optimize these cash flows to invest in the
development of FT218

- T ==

3 commercial sterile injectable products used RN ii,ﬁ = :I

in the hospital setting h?‘ il L =
VAZCULEP™ AKOVAZ™ BLOXNERZ™

4" sterile injectable NDA accepted in May 2019; PDUFA date of December 15, 2019:
estimated market of $30M+

del 2019, &1 rights reserded ‘: A.Vad EI 3 n




Performance and Financial Highlights

il ila

] | i RO

YTD Accomplishments | Guidance Cash, Marketable Securities
+ Refocused on FT218, 2 Phase 3 *» Complete enrollment of FT218 . Totaled $79.3 million as of June

opportunity REST-ON Phase 3 study by end | 30, 2019 which is expected to

. 5 of December 2019 fund operations into 2021

= Operationally restructured ! i

company resulting in >$80M in + Announce topline FT218 data

annualized cost reductions in Q2 2020
« Strengthened management, * Hospital product revenues

clinical and medical teams ! +$45.0 million for 2018
* Secured FT218 protocol + December 15, 2019 PDUFA

amendment : date for AVOD1

© ivadel 2019, All rights resenved ',l"- AVHdEl i T




The New AVADEL
Investment Highlights

&

FT218

Phase 3 Study
Mear Completion

ﬁ
Hospital Portfaolio
Funds Operations

References: 1, Annualized Xyrerm river
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FT218 is a once-nightly dose of sodium oxybate that may offer a substantial improvement compared fo standard of care
Orphan drug designation that targets a growing $1 687 market

Intellectual property protection through at least June 2037 with addiional pending patent filings

The FT218 Phase 3 study, REST-ON, is 94% enrolled w
Enrollment to be completed by end of 2019 (target); data readout in Q2 2020

Mo new chemical entity (WCE) risk as a formulation of a well understood molecule being filed under a 505(b)(2) pathway

Single Phase 3 sludy required for approval for both excessive daytime skeepiness and cataplexy indications

Cash flowing hospital business to help fund FT218 and strengthen balance sheet
Pending portfolio expansion with December 15, 2019 NDA PDUFA date for AVOD1

Sufficient liquidity to fund operations into 2021 including completion of the REST-ON clinical trial

frgm Jazz Pharmaciulicals Q2 2019 samangs poessroelease, August s 2019
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The Power of Medicine. Reinvented.

Thank you
September 2019
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