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Secondary endpoint data for once-nightly FT218 further supports previously announced topline data demonstrating
clinically meaningful results at 6 g, 7.5 g, and 9 g doses

DUBLIN, Ireland, April 17, 2021 (GLOBE NEWSWIRE) -- Avadel Pharmaceuticals plc (Nasdaq: AVDL), a company focused on developing FT218, an
investigational, once-nightly formulation of sodium oxybate (ON-SXB) for the treatment of excessive daytime sleepiness and cataplexy in adults with
narcolepsy, today announced the presentation of positive secondary endpoint data at the 2021 American Academy of Neurology Annual (AAN)
Meeting being held virtually from April 17-22, 2021. FT218 is currently under review at the U.S. Food and Drug Administration with a Prescription Drug
User Fee Act (PDUFA) target date of October 15, 2021.

“The positive results previously disclosed from the REST-ON trial, regarding the three co-primary endpoints, are further bolstered by the secondary
endpoints presented at AAN. The consistency with which FT218, or once-nightly sodium oxybate, improved both subjective and objective symptoms of
narcolepsy – including disturbed nocturnal sleep – represent the promise of a potential new treatment strategy for physicians and patients. I am
particularly impressed by the consistency of results as early as three weeks, with only a 6 g dose,” said Michael J. Thorpy, M.D., Investigator on the
REST-ON Phase 3 trial and Director at the Sleep-Wake Disorders Center at Montefiore Medical Center and Professor of Neurology at the Albert
Einstein College of Medicine. “I know that clinicians have been eager to learn more about a once-nightly form of sodium oxybate, and we appreciate
this forum to present these data.”

Jennifer Gudeman, PharmD, Vice President of Medical and Clinical Affairs at Avadel, added, “FT218 demonstrated significant (P<0.001) and clinically
meaningful results versus placebo at all doses tested for secondary endpoints of the Epworth Sleepiness Scale, sleep quality and refreshing nature of
sleep,  sleep  paralysis,  and  disturbed  nocturnal  sleep,  representing  an  improvement  on  important  narcolepsy  symptoms.  We are  pleased  that
neurologists attending AAN will have the opportunity to learn about a once-nightly form of sodium oxybate. We believe that patient perspective is
critical to successful long-term therapy, and we are presenting several positive endpoints supporting symptomatic improvement as determined directly
by patients.”

To register for the meeting, visit AAN’s website: www.aan.com/conferences-community/annual-meeting.

Data highlights from the poster presentations are outlined below:

Polysomnographic Measures of Sleep Continuity in Patients with Narcolepsy: Results From the REST-ON Trial, a Pivotal Phase 3 Study of
FT218, a Once-Nightly Sodium Oxybate Formulation

FT218 demonstrated significant consolidation of sleep on polysomnography (randomized, n=212) for the 6 g dose at Week
3, the 7.5 g dose at Week 8, and 9 g dose at Week 13 compared to placebo
Data from the randomized, double-blind, placebo-controlled, multicenter, parallel-group study showed that the mean
difference between FT218 and placebo for disturbed nocturnal sleep (shifts from deeper to lighter stages of sleep and
wake) was statistically significant (P<0.001) at all doses tested: –22.63 at 9 g (week 13), –17.70 at 7.5 g (week 8), and
–11.00 at 6 g (week 3).
The mean difference between FT218 and placebo for number of arousals was –23.68 (P<0.001) at 9 g, –19.41 (P<0.001)
at 7.5 g and –11.29 (P<0.021) at 6 g.
FT218 was generally well tolerated, and the most common adverse reactions were well-known and established sodium
oxybate adverse reactions.

Daytime Sleepiness, Sleep Quality, Hallucinations, and Sleep Paralysis in Patients with Narcolepsy: Results From the REST-ON Trial, a
Pivotal Phase 3 Study of FT218, a Once-Nightly Sodium Oxybate Formulation

FT218 demonstrated significant (P<0.001) improvement in the Epworth Sleepiness Scale (ESS) versus placebo at all
doses tested: LS mean difference –3.86 at 9 g (week 13), –3.16 at 7.5 g (week 8), and –2.06 at 6 g (week 3).
FT218 showed a statistically significant (P<0.001) improvement compared to placebo at all doses tested for sleep quality
and refreshing nature of sleep on a visual analogue scale, and for sleep paralysis on a sleep symptom diary (P=0.037,
0.021, 0.039 at 9, 7.5, 6 g, respectively).

FT218 did not demonstrate significant improvement for hypnagogic compared to placebo.
Adverse events were similar to the known sodium oxybate safety profile.
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Avadel Pharmaceuticals plc (Nasdaq: AVDL) is a biopharmaceutical company primarily focused on the development and FDA approval of FT218, an
investigational, once-nightly, extended-release formulation of sodium oxybate designed to treat excessive daytime sleepiness and cataplexy in adults
with narcolepsy. For more information, please visit www.avadel.com.

About FT218
FT218 is an investigational, once-nightly formulation of sodium oxybate that includes Avadel’s MicroPump™ controlled-release (CR) technology. In
March of 2020, the Company completed the REST-ON study, a pivotal, double-blind, randomized, placebo-controlled Phase 3 trial, to assess the
efficacy and safety of FT218 in the treatment of excessive daytime sleepiness and cataplexy in patients suffering from narcolepsy. In December 2020,
the Company submitted a New Drug Application (NDA) to the U.S. Food and Drug Administration (FDA) for  FT218 to treat  excessive daytime
sleepiness and cataplexy in adults with narcolepsy. The NDA for FT218 was accepted by the FDA in February 2021 and assigned a Prescription Drug
User Fee Act (PDUFA) target action date of October 15, 2021. FT218 has been granted Orphan Drug Designation from the U.S. Food and Drug
Administration (FDA) for the treatment of narcolepsy. The designation was granted on the plausible hypothesis that FT218 may be clinically superior to
the twice-nightly formulation of sodium oxybate already approved by the FDA for the same indication. In particular, FT218 may be safer due to
ramifications associated with the dosing regimen of the previously approved product.

Cautionary Disclosure Regarding Forward-Looking Statements
This press release includes “forward-looking statements” within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the
Securities Exchange Act of 1934. These forward-looking statements relate to our future expectations, beliefs, plans, strategies, objectives, results,
conditions, financial performance, prospects, or other events. Such forward-looking statements include, but are not limited to, our expectations of the
therapeutic benefits of FT218, the timing of the FDA’s review of our NDA for FT218, the sufficiency of data supporting our NDA for FT218, the
commercial launch of FT218 (if approved), and the market acceptance of FT218 (if approved). In some cases, forward-looking statements can be
identified by the use of words such as “will,” “may,” “could,” “believe,” “expect,” “look forward,” “on track,” “guidance,” “anticipate,” “estimate,” “project,”
“next steps” and similar expressions, and the negatives thereof (if applicable).

Our forward-looking statements are based on estimates and assumptions that are made within the bounds of our knowledge of our business and
operations and that we consider reasonable. However, our business and operations are subject to significant risks, and, as a result, there can be no
assurance that actual results and the results of our business and operations will not differ materially from the results contemplated in such forward-
looking statements. Factors that could cause actual results to differ from expectations in our forward-looking statements include: the risk that positive
results from the REST-ON trial may not necessarily be predictive of the results of future or ongoing clinical studies; the risk that the NDA for FT218 is
not approved by the FDA or such approval is delayed; the risk that FT218 (if approved) may not receive a 7-year Orphan Drug Exclusivity; the risk that
commercial launch of FT218 (if approved) is delayed or never occurs; the risk that the potential market performance for FT218 (if approved) may differ
materially from projections; and the risk that the impact of the current COVID-19 pandemic on our financial results and results of operations could be
greater than we anticipate and the risks and uncertainties described in the “Risk Factors” section of Part I, Item 1A of our Annual Report on Form 10-K
for the year ended December 31, 2020, which we filed with the Securities and Exchange Commission (SEC) on March 9, 2021 and subsequent SEC
filings.

Forward-looking statements speak only as of the date they are made and are not guarantees of future performance. Accordingly, you should not place
undue reliance on forward-looking statements. We do not undertake any obligation to publicly update or revise our forward-looking statements, except
as required by law.

Contacts:

Investor Contacts
Tom McHugh
Chief Financial Officer
Phone: (636) 449-1843
Email: tmchugh@avadel.com
        
Tim McCarthy
LifeSci Advisors, LLC
Phone: (212) 915.2564
Email: tim@lifesciadvisors.com

Media Contact
Patrick Bursey
LifeSci Communications, LLC
Phone: (646) 970-4688
Email: pbursey@lifescicomms.com 

Source: Avadel Pharmaceuticals plc

https://www.globenewswire.com/Tracker?data=kpOkCpdBxfE9xfj0WPK4ZiSlL8HaR_1muQS1pBwKv7HNVRdkIHe0p03FtPViseRz8znscE8JxaUmMktje9wFCA==
https://www.globenewswire.com/Tracker?data=a765G3gbmUAZ3HZ2nWTqWoDNudwD0Wg0UfUcfweqbzJVMFA44U7kZsXhzrUQCvoLbhRuUtylkPA1l2bQINGemv96uSJTyyVSVM8qMlYd_zQ=
https://www.globenewswire.com/Tracker?data=dVIRx4ga3UAAn5EyyKPqjTSL38s9J0BrHjVeS13yyWXUMIksGVQl0fG2mUHNV6H8xywuTxuDJENBNn9H5C5ZsNWrUwOs8ZTPiMGxgM053IQ=
https://www.globenewswire.com/Tracker?data=WZHhQpXScDWPgGw0tCGNdo8d0YUbyoFUjZ5MjbO_kURFaHrR09pe0z1nTqcRlOnOMQ8wIEpmChsieWkldjzhA_ZPpgpAmY7-hgLEPuOMKeM=
https://www.globenewswire.com/NewsRoom/AttachmentNg/3d47b6db-e8fb-4db5-b2de-98f99302b387

