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Item 7.01 Regulation FD Disclosure.

On November 13, 2017, the Company posted to its website a set of presentation materials in conjunction with its investor and analyst update meeting for Noctiva™. A copy of this presentation is attached hereto as Exhibit 99.1.

The information responsive to this Item 7.01 of this Form 8-K, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of 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 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 Presentation materials dated November 13, 2017*

* This information shall be deemed to be "furnished" and not filed herewith.
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Safe Harbor

This presentation may include forward-locking statements within the meaning of Section 27A of the Securities Act of 1933 and Section
21E of the Securities Exchange Act of 1934. The words “will,” "may.” “believe.” "expect,” "anticipate,” “estimate,” "project” and similar
expressions, and the negatives thereof, identify forward-looking statements, each of which speaks only as of the date the statement is
made. Although we believe that our 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 risks 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 materially from
the results contemplated in such forward-looking statements. These risks include: (i) risks relating to our license agreement with Serenity
Pharmaceuficals, LLC including that our infernal analyses may overstate the market opportunity in the United States for the drug
desmopressin acetate (the "Drug”) or we may not effectively exploit such market opportunity, that significant safety or drug
interaction problems could arise with respect to the Drug, that we may not successfully increase awareness of nocturia and the
potential benefits of the Drug, and that the need for management to focus attention on the development and commercialization of
the Drug could cause our ongoing business operations to suffer; and (i) the other risks, uncertainties and contingencies described in
the Company's filings with the U.5. Securities and Exchange Commission, including our annual report on Form 10-K for the year ended
December 31, 20146, in particular under the captions “Forward-Looking Statements” and “Risk Factors,” including without limitation: our
dependence on a small number of products and customers for the majority of our revenues; the possibility that our
Bloxiverz®,Vazculep® and Akovaz® products, which are not patent protected, could face substantial competifion resulting in a loss of
market share or forcing us to reduce the prices we charge for those products; the possibility that we could fail fo successfully complete
the research and development for pipeline products we are evaluating for potential application to the FDA pursuant to our
"unapproved-to-approved” strategy, or that competfitors could complete the development of such products and apply for FDA
approval of such products before us; the possibility that our products may not reach the commercial market or gain market
acceptance; our need to invest substantial sums in research and development in order to remain competitive; our dependence on
certain single providers for development of several of our drug delivery platforms and products; our dependence on a limited number
of suppliers fo manufaciure our products and fo deliver certain raw materials used in our products; the possibility that our competitors
may develop and market technologies or products that are more effective or safer than ours, or obtain regulatory approval and
market such technologies or products before we do; the challenges in protecting the intellectual property underlying our drug delivery
platforms and other products; and our dependence on key personnel to execute our business plan. Except as may be required by
law, we disclaim any obligation to publicly update any forward-looking statements to reflect events after the date of this presentation.




Avadel: a new chapter

o Closing our history of solely focusing on
drug delivery

o Transitioning from dependence on
partners to self-funded innovation

o Welcoming long-term and sustainable
growth

o Committing to building shareholder
value through diversified specialty
product offerings

“rAvadel

o Welcome and thanks to Avadel's senior
team members here today:

- Greg Divis, EVP & CCO
— Mike Kanan, CFO
— Phil Thompson, GC

o Welcome to presenters:
- Alan J. Wein MD, PhD (Hon)
— Roger Dmochowski, MD, MMHC,
- Samuel Herschkowtiz, MD, CEO
— Seymour Fein, MD, CMO, Serer
— Steve A. Kaplan, MD
— Greg Divis, EVP & CCO
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Agenda

o Nocturia market overview
- Condition and its consequences; Alan Wein, MD, PhD(Hon) FACS
— Current freatment options; Roger Dmochowski, MD, MMHC, FACS

o Noctiva overview

- Innovation and the invention; Samuel Herschkowitz, MD, Chief Executive Officer,
Serenity Pharmaceuticals, LLC

— Clinical overview; Seymour Fein, MD, Chief Medical Officer, Serenity Pharmaceut
— Clinician’s perspective; Steven Kaplan, MD

— Commercial update; Greg Divis, Executive Vice President and Chief Comm
Officer, Avadel

o Panel Q&A

o Closing remarks and company update; Mike Anderson, Avadel




Nocturia, the Condition and
Its Consequences




Nocturia: waking 2 or more times per night to urinate

» Highly prevalent — impacts over 40 million Americans!
» Under-recognized as a distinct condition

N OC-I-U rio |S + Associated with significant sleep disruption
* Increasingly bothersome based on number of voids per night
» Linked to health complications and a negative impact on
guality of life

» Simply due to OAB or BPH

N OCTU rIG |S +  Merely a normal part of aging

N OT + A disease that only affects the elderly
LB 4§ + Something that should be ignored

1. Bosch JLH, Weiss JP. The prevalence and couses of nocturia, J Ural. 2010:184(2):440-446,




NOctiva
Prevalence, diagnosis, and treatment rates of nocturia'l-? psnaean s Sy

Prevalence rate: 16%! "‘"‘40 mI||IOI’1

Diagnosis rate: 27%2%5

Treatment rate; 27%¢7

1. Bosch JLH. Weiss JP. The prevalence and couses of nocturia. J Urol. 2010:184(2):440-446.
2. QuinfilesIMS Secondary Research,
3. Lee LK, Goren A, Zou KH, el al. Polentiol benefits of dicgnosis and freatment on health outcomes among elderly people with symploms of overactive bladder. inf J Clin Pract. 2016:70(1):66-81.

4. Decision Resources. Trealment Algorithm in OAB.
5. Vuichoud C, Loughlin KR. Benign prostafic hyperplasia: epidemiclogy, economics and evalualion. J Urol. 2015:22[51):1-4.
4. Helfand BT, Evans RM, McVory KT. A comparison of The freguencies of medical Theropies for overaclive bladder in men and women: analysis of mere than 7.2 millien aging palients. Ewr Urol. 2010;57 (4):586-591

7. Goldman HB, Anger JT, Esinduy CB. et al, Real-world pattemns of care for the overaclive bladder syndrome in The United States. Urology. 2016:87:64-69.
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The prevalence and frequency of nocturia increase with age! (esmoyessnaei e Sy
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1. Markland AD. Richter HE, Feiu CW, Eggers P, Kusek JW. Prevalence and trends of urinary incontinence in adulls in the Uniled States, 2001 to 2008. J Urol. 2011:184(2):589-593.




NOctiva

Nocturia impacts both men and women (esmomesnaoaa s Sy
Prevalence of Nocturia (22 Voids/Night) by Age in a US Community Study (N=5204)’
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1. Coyne KS. Thou Z, Bhattacharyya SK, Thompson CL, Dhowaon R, Varsi E. The prevalence of necluria and its effect on heallh-related quality of life and sleep in o community sampla in the USA. BIU Int. 2003:92(9):948-954.




Noctiva

Multiple factors can cause nocturia’ oot e Sy

24-hour polyuria

+ Overproduction of urine at
night

»  >33% of daily urine volume
produced at night

Ploddor Psychological

disturbances

storage
problems

1. Wain A, Lose GR, Fonda D. Nocluria in men, women and the eldery: o praclical approach. Br J Urol, 2002:90(suppl 3):28-31.




NoOctiva
Nocturnal polyuria (NP) is present in the majority of fe Sy
patients with nocturia

> [ without NP

Europe!
n=845

*Males only.

1. Aavery K, Donovan J, Peters T), Shaw C, Goloh M, Abrams P. ICIQ: @ brief and robust measure for evaluating the symploms and impact of urinary inconlinence, Neurourol Urodyn, 2004:23(4):322-330,
2. Chang 5C. Lin AT, Chen KK. Chong LS. Multifactoricl noture of male nocturio. Urology. 2006:67([3):541-544,

3. Weiss JP, Prevalence of noctumal polyunia in noclurha. J Ural, 2009:181(4):538.




NOctiva

Degree of bother increases with number of episodes per night! (esmomesnaea) el Sy

60

50

40

30

2

Percentage of Patients
(=]

=)

|IE I|J ||3I Il

4 or more
Nocturic episodes per night

“Nocturia is the most bothersome symptom in patients with

LUTS /BPH, having a significant impact on quality of life.”?
~Chapple, et al.

N=3474

m No bother

m small bother

® Moderate bother
® Major bother

1. Tikkinen KA. Johnson TM. Tammela TL. et al. Nocturia frequency. bother. and quality of life: how often is loo often? A populafion-based study in Finland. Eur Urol. 2010:57(3):488-494.
2. Chopple CR. Bafista JE. Berges R, et al. The impact of nocturia in pofients wilh LUTS/BPH: need for new recommendations. Eur Ural. 2006:5(1 )suppl):12-18.
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(esmopresg Y

The first few hours of sleep are the most important-3 (e

“A single episode of nocturia had greater adverse effects if
this occurred in the first 4 hours of sleep (where slow wave

restorative sleep occurs) as opposed to the second 4 hours.”!
~Van Kerrebroeck, ef al.

o Deep, slow-wave, restorative sleep occurs during the first hours, while less
restorative, lighter sleep predominates later

o Waking during the first 3 to 4 hours is more likely fo leave a person
groggy/tired the next day

1. Kerrebroeck PY, Drake M, Rees J. Nocturia: what do we need to knowin 20177 Identify the couse and tailoring the freatment, Ewr Med J Urol. 2017:5(1):32-37.
2. Stanley N. The underestimated impoct of nocturic on guality of life. Eur Urol. 2005:4(7):17-19
3. Akersted! T, Nikson PM, Sleep as reslitulion: an inlroduchion. J inlern Med, 2003:254(1):4-12,




NoOctiv
Nocturia and sleep disruption have far-reaching health effects!-¢ (rsmoesnares ol Sy

A Poorer overall health

Reduced health-related quality of life
C Reduced work productivity

D Increased falls and fractures

Increased mortality

1. Kobelt G, Borgstrom F. Mattiassdn A, Produclivity, vitality and ulility in @ group of hedlihy professionally active individuals with nociuria, BIU Inf, 2003:91(3):190-195.
2. asplund R. Hip fractures, noclurie, and nectumal polyuria in the eldery, Arch Geronlol Geriolr, 2006:43(3):319-324,
3. Van Dijk L, Kooij DG, Schellevis FG. Nocturia in the Dutch adult populafion. BIU Inf. 2002:70(7):644-648.

4. Stewar! RB, Moore MT, May FE, Morks RG, Hale WE. Necturia: a risk factor for fallsin the eldedy, J Am Gerialr Soc. 1992:40(12):1217-1220.
5. Ponholzer A. Temml C, Wehrberger C. Marszalek M. Madersbacher 5. The association between voscular risk factors and lower winory tract symploms in both sexes. Eur Urol. 2006:50(3):581-584.

4. Nakagowa H, Niu K, Hozawa A, el al. Impact of nocluric on bone fraciure and marlalily in older individuals: a Japanese longiludinal eohort sludy. J Urol. 2010:184(4):1413-1418,
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women and men!2
No nocturia —¢— 1 episode/night —&— 2 episodes/night 23 episodes/night
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1. Tikkinen KA, Johnson TM, Tammela TL. el al. Nocluria frequency. bother. and quality of life: how often is foo ofteng A populafion-based study in Finlond. Eur Urol. 2010;57 [3):488-494.
2. Sintenen H. The 150 insfrument of heallh-relaled quality of life: properties ond applications. Ann Med, 2001:33(5):328-334.
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Nocturia significantly impacts daily functioning of both ez
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Nocturia impacts daytime sleepiness, naps, and sick leave!

Nocturnal Awakening Frequency/Week
Every night (n=2056) 5 to & nights (n=402) = 3 to 4 nights (n=706) m <3 nights (n=5773)
40 -

35 4
30 X

25 1

*

Proportion of Patients
5

5 | I
0 r

Moderate Severe

5to 7 days/wk 3 to 4 days/wk

Sick Leave

Daytime Sleepiness

*P<0.001 vs awaking <3 nights/week.

Naps

1. Ohayon MM. Noclumnal awakenings and comorbid disorders in the American general population. J Psychialr Res. 2008:43(1):48-54.




Noctiva
Nocturia affects daytime activity and work productivity! fe Sy

Compared with controls, patients with nocturia had significantly (P<0.001):

Increased Increased
work impairment Reduced Reduced
impairment in non-work vitality overall QoL
(assessed activities N (utility; EQ-
5D)

using WPAI) (WPAI)

Vitality decreased with
nocturia severity
(P<0.01)

Work impairment
increased with
nocturia severity
(P<0.05)

Productivity, vitality, and Qol were assessed in 203 professionally active adults in Sweden with 21 void/night.

WPAL Work Produclivity and Aclivity Impairment Questionnaire

EQ-5D: Euro Quality of Life Questionnaire

1. Kabell G, Borgstrom F, Mattiasstn A, Productivity, vitality and utility in @ group of heaolthy professionally aclive individuals with nocturia. BJU Int. 2003:91(3):190-195,




NOctiva

Nocturia: falls and hip fractures! 23 (esmopessnacea s Sy

o Nocturia increases risk of a fall 25% over 3 years

o Odds Ratio (OR) for a fall increases from 1.84 (Nx2) to 2.15 (Nx3)
o OR for hip fracture
- 1.36 in older men, N2 2

- 1.8inoldermen, N=3

1. Stewart et al. ] Am Ger Soc, 1992
2. Bliwise et al. Sleep Medicine, 2009
3. Temmil et al. NeuroUral Uradyn, 2009
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Nocturia is a strong predictor of mortality!
US Data NHANES Il
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22 voids/night are associated with worse survival in a

population-based sample of 7455 men and 8533 women

1. Kupelion ¥, Fitzgerald MP. Koplon SA. Norgoord JP. Chiu GR. Rosen RC. Association of nocturic and mortality: resulis from the Third Nefional Heolth ond Nutifion Examincfion Survey. J Urol. 2011:185(2):571-577.




Nocturia, Current Treatment
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, . , Noctiva
Simple logic to decrease nocturia i3] 553

Decrease significant

DesEobsioltlee o residual urine volume and
acftivation on motor Decrease

: thereby improve -
and/or sensory side of the SOl sl e nocturnal urine
micturition cycle

' r tion
(OAB, BPH, Combination) C?ES;)”Y productio




Nocturia therapies: outcome indicators

Long-term
Number of decrease in

SR Time to first Qol .

episodes OW((:;IS(&T'ng indicators .

per night (parallel
variation)




Noctiva
Nocturia treatment s oct fala

Behavior/lifestyle modifications

* Preemptive voiding

* Nocturnal and late afternoon dehydration
» Dietary restrictions (eg, caffeine, alcohol)

* Medication timing (late afternoon diuretic)
» Compression stockings

» Afternoon and evening leg elevation

Pharmacologic therapies

Target the most prominent symptoms or set of symptomes first
» Overactive bladder

» Prostatic enlargement/obstruction

» Nocturnal polyuria




NOctiva
But current tfreatment options do not effectively treat nocturia (esmomesnaea) sy

“"Data on OAB medications
generally had a female

“Medications to treat LUTS predominant p‘opp!cﬂion
in men...were not and were not significantly

significantly better than better than placebo in

olacebo in short-term shor’r-’rerm use. [tis an

Use M assumption that this would
also apply in male only

EAU Guidelines Committee populations..."

EAU Guidelines Committee

1. Sakalis VI, Karavitakis M, Bedreldinova D. ef al. Medical reaiment of nocturia in men wilh lower uinary fract symplome: systemalic review by Ihe European Association of Urclogy Guidelines Panel for Male
Lower Urinary Tract Symptoms. Eur Urol. 201 7.72{5):7 57-7 9.
2. kerrebroeck PV, Drake M, Rees J. Nocturia: whal do we need fo knowin 20177 Idenlify the couse and lailering the freatment, Eur Med J Urol, 2017:5(1):32-37.




OAB and BPH therapies do not address the true source of nocturia

Benign prostatic Overactive Nocturia due to nocturnal
hyperplasia (BPH) bladder (OAB) polyuria

Anticholinergics far
the bladder, impr gcap
and reducing involuntary
contractions, urgency, and
frequency

Alpha blockers relax the muscle of
the prostate and bladder neck,
allowing urine to flow more easily!

Nocturia due to nocturnal polyuria
results from overproduction of urine
by the kidneys af night?

1. Asseldonk BY, Barkin J, Eltermon DS. mMedical therapy for benign prostatic hyparplasio: a review. Can J Urol. 2015:22(suppl 1):7-17.
2. Jayerajon J. Radomski 58, Pharmocotherapy of overactive bladder in adulls: @ review of efficacy. tolerability. and quclity of life. Res Rep Urol. 2013:6:1-14.
3. Fine ND, Weiss JP, Wein Al. Nocturia: consequences, classificafion, and moenagemaent. F1000Res. 201 7:4:1427.
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Noctiva

Many patients are not satisfied with current treatment options’-4

BPH/OAB therapies have limited effect on nocturia

Therapy Reduction in voids vs placebo

Doxazosin + Finasteride® 0.2 voids

Fesoterodine* 0.14 voids

1. Nocliva Quentitative Morke! Research Assessment Patient Final Reporl, April 16, 2014,

2. Johnson TM, Jones K, Williford WO, Kuiner MH, Issa MM, Lepar H. Changes in necluria frormn medical freactment of benign prostatic hyperplasic: secondary anclysis of the Depariment of Veterans Affairs
Cooperolive Sludy Trial, J Urol, 2003:170(1):145-148,

3. Yomaguchi Q. Marui E, Kakizaki H, Itoh N, Yokola T, Okada H. Rondomized, double-blind, placebo-ond propiverine-coniralled tricl of the ance-daily anlimuscarinic agent solifenacinin Jopanese patients

with averactive bladder. BIU Inf. 2007:100(3):579-587.
4. Buser N, Ivic §. Kessler T™M, Kessels AG. Bachmann LM. Efficocy ond adverse events of ontimuscarinics for frealing overactive bladder: network meta-analysis. Eur Urol. 2012:62(4):1040-1060.




Nocturia treatment considerations

o BPH and OAB therapies do not adequately address the underlying
cause of nocturia in a majority of patients: nocturnal polyuria

o Improvement in nocturia is therefore often minimal with BPH/OAB
therapies

o Antidiuretic therapy with desmoypressin targets nocturnal polyuria and is
endorsed with the highest level of recommendation by ICS and EAU! 2

1. Marshaoll $D. Raskolnikov D, Blonker MH, et al. Nocluria: cument levek of evidence and recommendations from the Intemalioncl Consultalion an Mele Lower Urinary Troct Sympioms.
Uralogy. 2015;85(6]:1291-1299.

2. Sakalis V. Karavitokis M. Bedretdinova D. et al. Medical treaiment of nacturia in men with lower urdinary fract symploms: systemalic review by the European Assaciation of Uralogy
Guidelines Panel for mole lower urinary fract symptoms. Eur Urol. 2017:72(5):757-749.




NOctiva

Desmopressin is effective for the treatment of nocturia’ (esmoprsinarea st Sy

Clinical response | Clinical response | Incidence of
Route of in freatment arm | in placebo arm | hyponatremia
Study Effective dose delivery (%) (%) (%)

Mattiasson 2002 0.1,0.2,0.4 mg Oral 34 ) 8
Lose 2003 0.1,0.2,0.4 mg Oral 44 4 12
Lose 2004 0.1,0.2, 0.4 mg Oral &7 NA 14
Van Kerrebroeck 2007 0.1,0.2,0.4 mg Oral 33 11 3
Rembratt 2003 0.2 mg Oral 82 NA &
Kuo 2002 0.1 mg Oral 66.7 NA 2
Wang 2011 0.1 mg Oral 61.4 13.8 16

o Oral and sublingual formulations of desmopressin were associated with an increased
risk of hyponatremia

o Desmopressin works at the source of nocturia by increasing urea reabsorption in the
medullary collecting tubule

1. Fiedman FM, Weiss JP. Desmopressin in the tfreatment of nocluria: clinical evidence and experience. Ther Adv Urol. 2013:5[4):310-217.




Current nocturia therapy has varying effectiveness

Drugs for OAB
and BPH

Behavioral
modification

Desmopressin
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Conclusions (esoesnacea) esa Sy

o Nocturia is an important medical condition associated with significant
morbidity

o Nocturia increases the risk of falls and is a strong predictor of mortality

o Nocturia disrupts normal sleep, causes daytime fatigue and loss of
productivity, and impairs ability to perform daily activities

o Behavior modifications do little to address nocturia, and
pharmacologic options are limited by efficacy and safety concerns




Noctiva, the Invention

Noctiva is not yet available for prescription.




The challenge:
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Noctiva (desmopressin acetate) product overview

First-in-class product’

For the freatment of nocturia due to nocturnal polyuria in adults who
awaken 2 or more times per night fo void?

oy R Rapid absorption and lasts for

NOE T s e ~4 to 6 hours after administration?

! m NOctiva' id Noctiva'
Patented spray technology ; w wﬂ hﬁ hﬂﬂh; Works in the kidneys to

to maximize drug delivery? decrease urine production?
EI.IB m!II_J ml’

Mo therapeutic equivalent?

: b
Very low-dose desmojpressin el ‘;ﬂ_’_',;fn- Decreases the number
in a metered-dose nasal spray® e My s of nighttime voids?
JSEONLY ;«»«w" i
et 52 S
1 spray 30 minutes before FDA-approved March 3, 2017! Approval based on more stringent efficacy threshold
bed?; works on first use? Avadel secured exclusive rights September 20177 than ofher desmopressin studies (response def'g‘e‘j
as 50% reduction in nocturic episodes [vs 33%] )24
1. US Food and Drug Administration. FDA opproves first freaiment for frequent urination ol night due to overproduclion of urine. hilps:/fwww. fdo.gov/M venis/Newsroorm/PressAnn rment m544877 him. Published
March 3, 2017,
2. Noctiva [peckage insert]. Chesterfield. MO: Avadel Specially Pharmaceulicals, LLC: 2017,
3. US Food and Drug Administrafion. Drugs@FDA: FDA-approved drug products. hitps//: coessdata fda goviscipts/cder/daifindex cfm2event=oveniew processi ApplNo=201456. 2017.

4. Data on file. Avadel Specialty Phormaceuticols, LLC.
5. Kaminetsky J, Fein S, Dmochowski R, et al. Efficacy and sofely of SER120 nosol spray in nochmo poincnts pooled cmolysusof 2rondom|icd ooub\c blind, placebo- conilollcd phusc 3 frials. J Urol, 20I7 [in plapcruﬂon]
6. Us Food and Drug Administration. Nocduma briefing document, hittps:/fwwe ) Ad 1is MeetingMaterial o log) i I
UCMA429354 pdi. Published December 3. 2014.
7. Avadel Pharmaceuticals press release.
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The solution: Noctiva S

A Very low dose of desmopressin!

Engineered to achieve highly consistent absorption from dose to dose and from
patient to patient!

Pharmacokinetic coefficient of variation is comparable to subcutaneous administration?

Patented permeation enhancer (CPD) results in higher bioavailability and rapid absorption,
resulting in peak blood levels within 20 to 45 minute

Almost no depot effect: all the desmopressin that will be absorbed into the blood is
absorbed quickly?

1. Kaminelsky J. Fein 5. Dmochowski R, et al. Efficacy and safety of SER120 nasal spray in nocturia palients: pooled analysis of 2 randemized. double-blind, plocebo-controlled phase 3 hials. J Urol. 2017 [in preporation].
2. Data on file. Avadel Specialty Pharmaceulicals, ILC.
3. Noctiva [packogeinsert]. Cheslerfield, MO; Avadel Specialty Pharmaceuticals, LLC; 2017,




NoOctiva
Noctiva was designed specifically for the patient with nocturia’ (esmoresinare i Sy

o The novel and patented Noctiva formulation produces:

High Peak plasma Short duration Unique spray pattern?
bioavailability’ concentration <10 pg/ml?2 of action? (centrifugal, donut-shaped
(~8%) (4-6 hours) droplet distribution, which

deposits more drug on
nasal turbinates)

These features optimize blood levels and duration of

action, which minimize the incidence of hyponatremia

*Due to necturnal polyuria in adults who awaken at least 2 times per night to void.

1. Cohn JA. Kowalik CG. Reynolds W3, et ol. Desmopressin ocetole nosal spray for adults with nocturic. Exp Rev Clin Phormocol. 2017, doi:10.1080/17512433.2017.1394185.
2. Noctiva [packageinsert]. Cheslerfield. MO: Avadel Specially Pharmaceulicals. LLC: 2017
3. Dala on file. Avodel Speciolly Pharmoceulicaks, LLC.




Noctiva vs aqueous-based nasal spray!

Plume geometry

Spray pattern

Agueous base Noctiva

1. Dala on file. Avadel Speciclly Phormaoceuticals, LLC.




Overview of Clinical Data

Noctiva is not yet available for prescription.




NOctiva

Noctiva has been studied in clinical trials in over 2300 patients y

Phase I/IIA

NS 200801 (phase 1) CRI 201002 [phose 1) NS 200802 (phase 2A)
Single dose, crossover (N=12) Single dose; impalred renal function (N=16) 12 days (N=43)

Initial Phase Ill studies

DB1 (N=301) DB2 (N=326)
50 days 50 days

Pivotal Phase |l studies

DB3 [N=745) DB4 [N=7%7)
99 days 99 days

Open-label studies

ELD (N=32) ) 0Ll [N=374) DB3-A2 (N=373)
56-day study in elderly patients (75 to 85 years] Long-term, 43 weeks 126-week extension study




Overview of Pivotal Clinical Study Data

Noctiva is not yet available for prescription.




Noctiva

Change in mean number of nocturic episodes per night!
Co-primary Efficacy Endpoint

Sy

DB3/DB4 combined results

NOCTIVA NOCTIVA

Placebo 0.83 mcg 1.66 mcg
N=349 N=354 N=342

LS Mean Change From Baseline

-1.6

Baseline (LS mean) 33 34 33
Difference from placebo - -0.2 -0.3
P value vs placebo - <.0001 <.0001

ITT population with nocturio due to nocturnal polyuria.

1. Sussman D. Kaminetsky J. Efras M. et al. SER120 nasal spray is effective for the realment of nocturia in patients regordless of eficlogy: A pocled analysis of two randomized. plocebo-confrolled phase 3 fials. Presented
at: Society of Urodynamics, Female Pelvic Medicine & Urogenilal Reconstrucfion (SUFL): February 28-March 4, 2017; Scolfsdale, AZ.




Noctiva
Percentage of patients achieving 250% reduction in nocturic episodes!’ trsmopesnaree e Sy
Co-primary Efficacy Endpoint

DB3/DB4 combined results

NOCTIVA NOCTIVA,
Placebo 0.83 mcg 1.66 mcg
N=349 N=354 N=342
50
2 40
=
Q0
o}
E: 30
&}
[}
g 20
i=
[}
o
o 10
o
0

Difference from placebo (%) = 9.8 20.5

P value vs placebo 0055 <.0001

ITT population with nocturia due to noctumal polyuria,

1. Sussman D. Kaminetsky J. Efras M. et al. SER120 nasal spray is effective for the realment of nocturia in patients regordless of eficlogy: o pooled analysis of bwo randomized. placebo-cantrolled phase 3 frials. Presented
at: Society of Urodynamics, Female Pelvic Medicine & Urogenilal Reconstrucfion (SUFL): February 28-March 4, 2017; Scolfsdale, AZ.




NOctiva
Reduction in mean number of nocturic episodes per night by (esropresiocsa Nesa Sy
gender, age, and nocturia etiology’

Co-primary Efficacy Endpoint
® 1.66 meg minus Placebo @ 0.83 mcg minus Placebo

Overall ='.—=.—.

Sex
Male '_.I—T—|
Female 1]

Age
<65 years '.__.._'_.
265 years —t Noctiva was

Nocturia efiology effective regardless
Nocturnal polyuria '_.-—T—c of Se:“_(, age, or
No nocturnal polyuria '.__._.l. eT|O|OQY
OAB by history '—._..—_.'
BPH by history e,

10 -08 -06 -04 -02 00 02 04 06 08 10
Favors SER120 «—— Favors Placebo

ITT population-pooled analysis.

1. Dala on file. Avadel Speciclly Phormaoceuticals, LLC.
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Change in time from bedtime to first nocturic episode! (s
Secondary Efficacy Endpoint

WPlacebo (N=349)  MINOCTIVA 0.83 mcg (N=354)  MENOCTIVA 1.66 mcg (N=342)

ites
Time From Bedtime to 1st

P<0.0001
Nocturic Episode <0.000

234 minutes

252 minutes P<0.0001

Patients using
Bedfime to 1st 96 minutes P<0.0001 Noctiva were

i

Change in Time From

Nocturic Episode T BB able to stay
asleep longer

0 60 120 180 240 300
Minutes (SE)

ITT population with nocturia due to noctumal polyuria.
Data reported as LSM (least squares mean) * SE (standard error) unless otherwise indicated.

1. Sussman D. Kaminetsky J. Efras M. et al. SER120 nasal spray is effective for the realment of nocturia in patients regordless of eficlogy: o pooled analysis of bwo randomized. placebo-cantrolled phase 3 frials. Presented
at: Society of Urodynamics, Female Pelvic Madicing & Urogenilal Reconstruction [SUFU): February 28-March 4, 2017; Scottsdale, AZ.

3
(
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NOCt

Change in percentage of nights with 0 or £1 nocturic episode!
Secondary Efficacy Endpoint

0 nocturic episodes, <1 nocturic episode,
on a per-patient basis on a per-patient basis

NOCTIVA NOCTIVA NOCTIVA NOCTIVA

Placebo 0.83 mcg 1.66 mcg Placebo 0.83mcg 1.66 mcg
N=349 MN=354 N=342 N=349 MN=354 M=342
50
P<0.0001
45 P=0.0099

15 P<0.0001
P=0.0166

0

ITT population with nocturic due to nocturnal polyuria.

Change From Baseline in
Percentage of Nights
[ye]

w

1. Sussman D. Kaminetsky J. Efras M. et al. SER120 nasal spray is effective for the realment of nocturia in patients regordless of eficlogy: A pocled analysis of two randomized. plocebo-controlled phase 3 fials. Presented
at: Society of Urodynamics, Female Pelvic Medicine & Urogenilal Reconstrucfion (SUFL): February 28-March 4, 2017; Scolfsdale, AZ.




- : ; Noctiva
Reduction in nocturnal urine volume pessaen lesa Sy
Secondary Efficacy Endpoint

DB3/DB4 combined results

NOCTIVA NOCTIVA
Placebo 0.83 mcg 1.66 mcg
N=349 N=354 N=342
0
-50 . q
Patients using
-100 Noctiva produced
= 150 s:gmﬂcenﬂy less
= urine at night
£ -200
-250
P=0.0395
-300
-350 P<0.0001

ITT population with nocturia due to nocturnal pelyuria.
Data reported as LSM (least squares mean) + SE (standard emor) unless otherwise indicated.

1. Sussman D. Kaminetsky J. Efras M. et al. SER120 nasal spray is effective for the realment of nocturia in patients regordless of eficlogy: o pooled analysis of bwo randomized. placebo-cantrolled phase 3 frials. Presented
at: Society of Urodynamics, Female Pelvic Medicine & Urogenilal Reconstrucfion (SUFL): February 28-March 4, 2017; Scolfsdale, AZ.




_ , , , , NOctiva
Magnitude of change in responders for various efficacy variables' Qi reLEs
1.5 meg Treatment Group (N=214)

Mean Reduction in
Nocturic Episodes

Change in Time to First Episode
and Time to First Episode

0.0 - &
5 4
L5 -05 - 2
24 2 A
&“_-'_1‘0- c 3 -
5o =
va 151 c 2 4
= =
2.0 4 1
25 4 0>

Change in Time Time to First Void
to First Void
Change in Percentage of Nights

with 0 or <1 Nocturic Episodes Reduction in Nocturnal Urine Volume

90 - e
80 - X & 60
g ;g 8 110 -
o S _1g0 4
G 50 g =160
= 40 2 =204
5 30 4 I ig -260 4
O 20 - =
= .310 -
& 10 20.08 =
0 -360 -

0 =1

1. Dala on file. Avadel Speciclly Phormaoceuticals, LLC.
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Durability: reduction in mean nocturic episodes per night!

Open-Label, Long-Term Extension Trial—Up to 126 Weeks

o

Time (weeks)

- 0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96 102 108 114 120 126
=
o
=
<
®
o -05
o]
&2
&
By -
f—
3 1.3 [n=388)
(3]
g i (n=358)
= n= {n:
n=223 n=48
'g E375) -~ - =) (n=168] I (n=21)
¥ - =i b . - -
0 g A N R T TR ;
2.1 =50 = :
_g (n=60) n=39) 'n2=.?0]
O s

==Noctiva 1.66 mcg long-term

Time interval assessment (n) = Time of diary assessment (number of patients).

1. MacDiarmid §. Nicandro JP. Cheng M. et al. Long-term efficacy and safety of ser120 1.66 mcg in potients with nocturia: resulls from a 2-year open-abel exiension study. Poster presented at: Annual Meeting of the
American Urologleal Asseciafion [AUA): Moy 12-14, 2017; Boston, MA.




INTU items: placebo-subtracted mean change scores
ITT population!

@ 1.66 mcg minus Placebo @® 0.83 mcg minus Placebo

Overall Impact Score '_..__'.__.
Daytime Impact Score .._.._.
Item 1: Concentration '_._...__'_.
Item 2: Tiredness o .I
Item 3: Completing Activities ® o
ltem 4 Iritability — e s M
Itermn 6: AM Restfulness o ®
Itern 10: AM Drowsiness ® -
Nighttime Impact Score ® T
Item 5: Nocturia Anxiety* s ®
Item 7: Premature Waking* ® o
Itern 8: Insufficient Sleep ® @
Itern 9: Nocturia Bother* ® o

84 -7 6 5 4 3 -2 14 0 1 2 3 4 5 6 7 8

Moctiva 1.66-mg dose shows significant Favors Noctiva « » Favors Placebo

improvement vs placebo.

NI

NOctiva
(& e Sy

INTU consists of
10 items and is
areliable and
validated
patient-reported
outcome that
measures impact
of nocturia

1. Rovrer E, Bennett J, Abrams 5, et al, Improvement in patient-reported reatment benefit and health-related quality of life following frealment with ser-120 among palients with nocluria, Poster presented ol: Society for

Uredynamics ond Female Urclogy (SUFU); February 28-March 4, 2017; Scottsdale, AL




Noctiva
O’Brien multivariate rank analysis for INTU items: change from (esropesnacea) esa Sy

screening to treatment!
——— Placebo = NOCTIVA 1.66 mcg

Concentration

AM Drowsiness ’ Tiredness

Nocturia Bother Completing Activities

Insufficient Sleep Irritability

Premature Waking Nocturia Anxiety

AM Restfulness

Axis Length is Mean Rank. The highest rank represents the greatest reduction among all change
ITT population-pooled analysis. values of an outcome variable in the pooled set of 2 samples.

1. Dala on file. Avedel Speciclly Phormaoceuticals, LLC.




Integrated Summary of Safety




N ;

Incidence of serum sodium concentration below normal range' s

DB3/DB4 Studies

EPlacebo mNoctiva0.83mcg mMoctiva 1.66 mcg

25
»w 20
[ =
L
€ 15
ks 12.3
)
510 9.3
c
8
= 5.2
£ 5 :
‘ “ 2.1 1.5
0 0.3 0
. N . ==
130-134 mmol/L 126-129 mmol/L <125 mmol/L
Serum Sodium Concentration {mmol/L)
No. of
18/349 | 33/354 42/341 ‘ | 1/349 8/354 7/341 | 1/349 ‘ 0/354 5/341 |

1. Noctiva [pockoge insert]. Chesterfield, MO: Avadel Specialty Pharmaceuticals, LLC; 2017,

Patients 265 had a higher
risk of hyponatremia

Rate of hyponairemia
was similar in men and
women




NOctiva
Incidence of patients with nadir serum sodium post baseline by (esmoprscinarea st Sy
serum sodium range'
ISS ELD/OL1/DB3-A2 Studies, Safety Population

Noctiva Noctiva

1.66 mcg 0.83 mcg
Serum Sodium Range N=358 N=238

(mmol/L) n (%) n (%)

» Ina 2-year, open-label

130-134 43 (12.0) 13 (5.5) extension study, no
patient using 1.66 mcg

126-129 1 (0.3) 0 Noctiva reported an
occurrence of
hyponatremia

<125 0 0

Note: The M (%) from 0.75-mcg group is based on the number of patients from the ELD and OL1 studies.
Treatment period for the ELD study was 8 weeks while the treatment period for the OL1 study was 43 weeks.

1. Dala on file. Avadel Speciclly Phormaoceuticals, LLC.




NOctiva
Noctiva™ (desmopressin acetate) Indication and Boxed (esmoprsinarea st Sy
Warning

o INDICATIONS AND USAGE: Noctiva is a vasopressin analog indicated for the treatment of nocturia due to nocturnal
polyuria in adults who awaken at least 2 times per night to void.

— Limitation of Use: Not studied in patients younger than 50 years of age.

WARNING: HYPONATREMIA

Noctiva can cause hyponatremia. Severe hyponatremia can be life-threatening, leading to seizures, coma,
respiratory arrest or death.

Noctiva is confraindicated in patients at increased risk of severe hyponatremia, such as pafients with excessive
fluid intake, illnesses that can cause fluid or electrolyte imbalances, and in those using loop diuretics or
systemic or inhaled glucocorticoids.

Ensure serum sodium concentrations are normal before starting or resuming Noctiva. Measure serum sodium
within seven days and approximately one month after initiating therapy or increasing the dose, and
periodically during treatment. More frequently monitor serum sodium in patients 65 years of age and older and
in patients at increased risk of hyponatremia.

If hyponatremia occurs, Noctiva may need to be temporarily or permanently discontinued.

Please see the full Prescribing Information for Noctiva at hitps://www.accessdata.fda.gov/drugsatfda docs/label/2017/201656lbl.pdf




Ngctwa"

Noctiva Important Safety Information (continued)

o CONTRAINDICATIONS: Hyponatremia or a history of hyponatremia, polydipsia, primary nocturnal enuresis, concomitant
use with loop diuretics or systemic or inhaled glucocorticoids, estimated glomerular filtration rate below 50 mL/min/1.73
mZ, Syndrome of inappropriate antidiuretic hormone secretion (SIADH, during illnesses that can cause fluid or electrolyte
imbalance, New York Heart Association (NYHA) Class II-IV congestive heart failure, uncontrolled hypertension

WARNINGS AND PRECAUTIONS

Fluid retention: Not recommended in patients at risk of increased infracranial pressure or history of urinary retention.
Monitor volume status in patients with NYHA Class | congestive heart failure.

-~ Nasal conditions: Discontinue in patients with concurrent nasal conditions that may increase absorption, until
resolved.

o ADVERSE REACTIONS: Common adverse reactions in clinical frials (incidence >2%) included nasal discomfort,
nasopharyngitis, nasal congestion, sneezing, hypertension / blood pressure increased, back pain, epistaxis, bronchitis and
dizziness.

> DRUG INTERACTIONS: Monitor serum sodium more frequently when Noctiva is concomitantly used with drugs that may
cause water retention and increase the risk for hyponatremia (e.g., tricyclic antidepressants, selective serotonin re-uptake
inhibitors, chlorpromazine, opiate analgesics, nonsteroidal anti-inflammatories, lamotrigine and carbamazepine).
o USE IN SPECIFIC POPULATIONS
- Pregnancy: Use of Noctiva is not recommended.
— Pediatric: Do not use Noctiva for primary nocturnal enuresis in children.

Please see the full Prescribing Information for Noctiva at hif]




A Clinician’s Perspective

Noctiva is not yet available for prescription.
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Summary point 1

Nocturia is an under-recognized condition

o Out of an estimated 40 milion Americans with nocturia, only approximately
11 million have been diagnosed '

o Prevalence increases with age?®

o Nocturnal polyuria impacts 4 out of 5 people with nocturiaé®

I. QuintilesiMS Secondary Research.

2. Lee LK, Goren A, Zou KH, et ol. Poteniicl benefits of diognosis and treatment on healih oulcomes amang eldery people with symptoms of averactive bladder. Inf J Clin Pract, 20146:70(1):66-81.

3. Decision Resources, Treatment Algorithm in OAB.

4. Vuichoud C, Loughiin KR. Benign prastatic hyperplasia: epidemiology. economics and evaluafion. J Ural. 201 5:22{51):1-4.

5. Marland AD. Richter HE. Fwu CW. Eggers P, Kusek JW. Prevalence and frends of urinary inconfinance in adulls in the United States. 2001 to 2008. J Urol. 201 1:186(2):589-593.

6. Avery K. Donovan J, Pater TJ. Shaw C. Gotoh M, Abrams P. ICIQ: a brief and robust measure for avaluating the sympioms and impact of urinary inconfinencea. Neuroural Urodyn. 2004:23{4):322-330
7. Chang SC, Lin AT, Chen KE. Chang LS. Mullifactonel nature of male nociuria. Uroiogy. 2006:47(3):541.544.

8. Waiss JP. Pravalence of noctumal polyuria in nocturia. J Urol, 2009:181(4):538,




NOctiva

Summary point 2 SN

Nocturia has important consequences for

health, lifestyle, and work

o Nocturia sufferers may have an elevated risk of diabetes, hypertension,
coronary heart disease, and death!

Nocturia significantly impacts daily functioning??

o Those who awoke at least 3 nights per week to void had a statistically
significant increase of daytime sleepiness, naps, and sick leave*
o Nocturia is a strong predictor of falls and mortality>?

1. Lighiner DJ, Krambeck AE. Jacobson DJ, et al. Noclurio is associated with an increased risk of coranary heort disease and death, BIU Inf, 2012:110(6):848-853,

2. Tikkinen KA, Johnson TM, Termmela TL, et al. Nocturic frequency. boiher, and quality of life: how often is too often? A populatfion-based study in Finland. Eur Urcl. 2010:57[3):488-494.

3. Sinlanen H. The 15D inskrument of health-related quality of life: properlies and applicalions. Ann Med. 2001:33(5):328-334

4. Ohayon MM, Noctumal awakenings ond comarbid disorders in the American general population. J Psychialr Res. 2008;43(1):48-54.

5. Stewarl RB. Moore MT. May FE, Marks RG. Hale WE. Nocluria: a risk laclor for lallsin the eldery. 1 Am Gerialr Soc. 1992:40(12):1217-1220.

4. Bliwise DL, Foley DJ, Viliello MY, Ansari FP, Ancoll-lsrael 5, Walsh JK. Noclurio and dislurbed sleep in the elderly. Sleep Med. 2009:10(5):540-548.

7. Ponholzer A, Temml C. Wehrizerger C. Marszalek M. Modersbacher 5. The associalion between vosculor risk factors and lower urinary tract symploms in bolh sexes. Eur Urol. 2006:50(3):581-586.

8. Parsons JK, Mougey J, Lombert L, et ol. Lower urinary tract symploms increase the risk of falls in older men, BJU inf. 2009:104{1):63-48.

9. Kupelion V, Filzgerald MP, Kaplan SA, Norgoord JP, Chiu GR, Rosen RC. Assacialion of nochuric and mortality: resulfs from the Third National Heolth and Nutrition Examination Survey. J Urol. 201 1:185(2):571-577.




Summary point 3

We finally have a safe and effective

nocturia® therapy for both men and women

o Noctiva is the first and only FDA-approved treatment for nocturial*

b

> Noctiva effectively tfreats nocturia using 1/100th of the desmopressin
dosage of other formulations23

o

o

> Noctiva decreased nocturic episodes, lengthened the time to first void,
and decreased nighttime urine volume?*

O

Noctiva significantly improved quality of life in patients with nocturia?

)

> Risk of hyponatremia was low, with a similar incidence in men and women?

*Due to nocturnal polyuria in adults who awaken at least 2 fimes per night to void.

1. US Food and Drug Administrafion. FDA approves first freatment for frequent urination ol night due fo overproduction of urine. hitps)
Published March 3, 2017,
2. Moctiva [packege insert]. Chesterfield, MO; Avedel Speciclty Pharmaceuticals, LLC; 2017
3. DDAVP nasal spray [packege insert), Bridgewaler. NJ: sanofi-aventis US, LLC,
4. Cohn JA, Kowalik CG. Reynolds WS, et ol. Desmopressin acetale nasal spray for adults wilth nocturic. Exp Rev Clin Pharmaocol. 2017. doi:10.1080/17512433.2017.1394185
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Noctiva
Highlights oot e Sy

o Market overview

o Situation analysis—recent key learnings
— Prescriber
— Patient
— Payer

o Brand strategic plan

o Launch update and timing

o Physician segmentation and field force update
o Key financial highlights

o Summary
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Nocturia market overview (ks

Prevalence rate: 16%/!
~50% Dx nocturia alone

~50% Dx nocturia with

Diagnosis rate: 27%25 other (OAB/BPH)

6 to 12 million® annual TRxs

$2B+8 current annual
market value

Treatment rate: 27 %57

Attractive existing market with significant upside for market expansion

1. Basch JLH, Weiss IP. The prevalence and couses of nacturia, 1 Urel. 2010:184(2):440-446,

2. QuintilesiMS Secondary Research,

3. Lee LK. Goren A, Iou KH, &1 al. Potential benalits of diagnodis and reatment on heolih outcomes among elderty people wilh symptoms of overactive bladaer. Inf J Clin Proct, 2016:70(11.66-81.

4. Decition Resources, Treatmant Algorilfim in OAB.

5. Vuichoud C. Loughin KR, Benign prostolic hyperplasio: epidemiology. economics and evalualion, J Ural, 2015:22{51):1-6,

6. Halfand BI. Evars RM. McVary K1. A comparison of the frequencies of medical inerapies for overactive blodder in men and women: analysis of more than 7.2 millien aging patients, Eur Urol. 2010:57(4):586-591.
7. Goldman HB. Anger JI. Esinduy CB. et ol. Real-worid pattems of core for the overactive bladder syndrome in the United States. Urology. 2014:87:44-69.

8. Doto on file,




At a state level, the highest nocturia prevalence rates tend to occur in the
Midwest and South Central states

Patients With Nocturia
per 1000 Population

Source: @l Mociuia Pradictive Modeling October 2017 based on Xponent and Claims Databaseas, MAT July 2017, US Census projacted
population data 2014,




Anticholinergics and alpha-blockers are the most common
treatments for nocturia due to OAB and BPH overlap

Current Treatment Use by Line of Therapy
(totals 2100% to account for combination use)
120%

100%

80%

60%

M Desmopressin
Anticholinergics
Alpha blockers
W 5-clpha inhibiters
Il Beta-agonists
4 surgical
M Other (hormone, diuretics, PDE-5, ADTs)

40%

0%

2nd Line 3rd Line

(29%)  (17%)

Sources: Physician interviews, physician survey. July 2017,

Physicians will treat patients based upon
the presentation and etiology of nocturia

+ Patients with other comorbidities, such as
diabetes, hypertension, or infections, will
be freated for those conditions first unless
nocturia is a primary patient complaint

+ Older desmopressin formulations currently
used primarily when no other underlying
conditions appear with nocturia

Noctiva
:_- el el Sy




NOctiva

Current branded treatments and price points (esropresiocsa Nesa Sy

VESlcare Cral Tablet 10 mg or 5 mg

(same price) $314.77 30 tablets
Detrol LA Oral Capsule Extended Release 24 Hour 2 mg $365.00 30 capsules
Ditropan XL - Ditropan XL Oral Tablet Extended Release $634.12 100 tablets
24 Hour 10 mg &

Myrbetriq Oral Tablet Extended Release

24 Hour 25 mg $323.45 30 tablets
Flomax Oral Capsule 0.4 mg $731.45 100 copsules
DDAVP Nasal Solution 0.01% $439.36 5 mL

Average daily costs range between ~$10-$15/day

Source: PiceRx dotabase query conducted by IGVIA on 11/9/2017.




Situation and insights

Comprehensive, ongoing market research with HCPs, patients, and payers

400+ 4

inferviews with
urologists, OB/GYNs,
UroGYNs, PCPs, NPs,
and PAs

0+ 40+

patients included in
qualitative and
guantitative studies

Noctiva
(ks iy

interviews with P&T
committee members
within large national
and regional MCOs




NOctiva

HCPs’ ability to offer patients symptomatic relief from nocturia fe A5
is variable

Most doctors acknowledge that current tfreatments don't work well on nighttime symptoms

o ¥y
UE

* Nocturia is typically « HCPslook at nocturia as a «  While their results vary in
discovered during roufine symptom and do their best addressing patients’

H&P or “review of systems" to identify and address the nocturia, depending upon
and tends to be more underlying cause, whether it the cause, it is generally
frequently talked about is (1) a medical condition understood that medical
directly with patients by like BPH, (2) behavioral/ freatments (eg, anti-
urologists and OB/GYNs lifestyle choices, or cholinergics) do not work

(3) medication-related (eg, well on nighttime symptoms!

loop diuretics)

Source: Physician inferviews. October 2017,

1. Van Kerrebroeck P, et ol. Nocturia research: cument status and future perspectives. Neuroural Uradyn. 2010;29(4):423-628.




NOctiva
HCPs believe the way to highlight the importance of addressing fi iy
nocturia is to point out that it can substantially impact Qol

They recommend emphasizing individual QoL benefits

« Rather than focus on one particular effect of nocturia, HCPs told us that improving
the patient’s Qol is the paramount goal in addressing nocturia: helping the
patient to enjoy an uninterrupted night's sleep will yield multiple QoL and
health-related dividends

While not a sleep story, per se, HCPs feel that the value of addressing nocturia is
promoting a more ‘“sustained, restorative” sleep, which in turn yields differential
benefits, depending upon the patient type (eg, more productivity for those who
are working, safety for older patients) and expected associated benefits of
improved sleep

v&u' In seeking to encourage a greater focus on nocturia, HCPs emphasize that while
V offering symptomatic relief is an important goal, looking for the underlying cause of
the nocturia remains their medical responsibility

Source: Physicion interviews. Oclober 2017.




NOctiva
Impact of nocturia on patients is variable: for most, it is (esmopessnarea s Sy
frustrating but viewed as a natural consequence of aging

Most people experiencing nocturia are unaware that this condition even has a name

S ik

Variability is driven by: Nocturia is seen by most as a There are different segments of
natural consequence of aging: patients experiencing nocturia

o Frequency of sleep disruptions

o Onset is gradual

o Ease of faling back to sleep o Variation is driven by

o Ability to accommodate sleep o It is often not discussed with the - Bother
disruptions HCP - Ability to fall back to sleep
- Impacts working patients o May be associated with other - Age
more urinary conditions (eg, BPH, OAB) — Wornislans

o Other comorbid health issues o Notseen as freatable - Comorbidity
o Impact on partner sleep

Source: Palient interviews. October 2017,




NOcti

Patients face barriers in talking to doctors about their (Esmomesinae

nocturiac—they don’t (yet) have a name for it

Why It Gets Raised

Patient has other urinary symptoms,
particularly daytime symptoms (OAB, BPH)

The patient's nocturia is very bothersome
[multiple voids a night, inability to fall
back to sleep)

o It is significantly impacting the
patient's ability to function during
the day, esp. function on the job

Why It Does Not Get Raised or Addressed
A natural part of the aging process

Lack of awareness of potential treatment options

The onset is gradual that it's often hard to notice that there is a problem
Symptoms are often forgotten about during the day

Belief that a "weak bladder” is a natural condition after having children

Belief that symptoms are not (or are) a “red flag” of a potentially serious
underlying medical condition

Physician and patient education early and often is key

Source: Pafient inferviews. October 20017,

va




Payers do not actively manage or monitor nocturia as it is a

low-cost area for plans and lower priority overall

Current Market Access Environment

Management

i

Low priority is placed on nocturia because it
is a low-cost, low-burden lifestyle disease

Coverage is mostly dependent on cost of
the product and generic availability

“We don't have any case
management [for nocturial; it's
really not on our radar screen, If
you think about what we call
basically urinary incontinence,
that borders on a lifestyle-type
disease state and therefore we
don’'t put a lot of emphasis on
that. Health plans are dealing
with expensive orphan or
oncology drugs, so this is really
way down the line for us."”

- MCO Payer

o

Formulary « Atlaunch, majority of branded products will
Positioning be placed on tier 3 for both commercial
and Medicare plans
+ Confiracting and rebates are needed for
preferred tiering (especially Part D)
Restrictions + "Me too” products run the risk of restrictions

and non-coverage, particularly on
Medicare plans

Step edits are commeon for high-cost
products or branded products with generic
availability

“Tiering is based on price, cost,
and contracting. For new agents
where confracting isn't good, we
put them on tier 3. For example,
Myrbetriq is currently non-
preferred with step edifs.”

- MCO Payer

Source: Payer inferviews. July 2017,
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Future
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Our approach

Pre-Launch

Today Energ

Npspecmc

he morket
ecry and

Specialist-Focused

Establish

leading market
position amon
specialists quickly

Market Expansion

Expand

to drive broad
market adoption
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¥sigle) - - for

nocturidfor-
payers, HCPs,
and patients




Noctiva
Overarching launch plan | Sy

Energize Establish Expand

he market leading market to drive broad
eorly and position omon% market adoption
often specialists quickly

- Shape market by educating « Target key prescribers of currently  « Expand prescriber base fo
high-value HCPs and payers freated patients and creafe diagnose and freaf with Nocliva

advocates to drive rapid uptake as their first-line choice
* Ensure positive first experiences
for target HCPs and their patients  + Drive patients with unresolved « Build broad consumer awareness
to drive early adoption sympfoms to demand the first and  to drive diagnosis and freatment
only FDA-approved treatment with Noctiva

* Integrate and educate patients
to self-identify and “get in line”
for new treatment




NOctiva
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Launch update and timing i

"o are | ez | awe | e

Phase 2:
Disease-state education and early experience

Objectives: Objectives:

Phase 3:

Full commercial spe y-focused launch

o Secure top talent for o Raise awareness

key positions

o Prepare Noctiva for

specialty-focused
launch, including full
campaign

» Develop relationships
with key opinion leaders
and professional
organizations

> Develop economic
and clinical value
proposition for Noctiva,
and begin payer
outreach to prioritized
accounts

with HCPs with a
focused disease-state
educational campaign

> Ensure positive early

experiences with a
targeted patient access
and assistance program

> Implement early access

program(s) through “soft
launch" with controlled
distribution

o Payer and market

access engagement

Objectives:
> Maximize the value of Noctiva with high

> Partner with large group practices to drive

nocturia-treating specialists

efficiencies while ensuring broad reach
through sales team

o Employ disruptive patient identification and

engagement programs

> Execute coordinated medical publication

strategy to ensure a continuous flow of
clinical data

o Expand payer coverage reach and Part D
contracting
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Organizational build update (esoesnacea) esa Sy

1 Head of Urology

Market Access
2 Brand Team Members

Sales Management

1 Head of Sales

4 National Account Managers
+ confracted team

1 Patient Access and
Reimbursement Lead

e 8 District Managers

80 Reps covering ~10,000

high-volume prescribers

Medical & Clinical

8 MSLs, contfracted

1 Medical Lead, confracted
part-time

Contracted through
leading C30

All feams (except sales reps) to be on board by December 2017.

Sales team by January 2018
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Sales force size and structure A5y

Patients With Nocturia Dynamic Market Volume
Loy many patients Wi How likely is the HCP to inifiate

nocturia does the HCP new therapy or switch?
treat (modeled)?
« Noctiva patient volume at HCP level + NBRx in the Noctiva market
o D Nocturia Diagnoses l ' Early Adoption o
How often does the HCP How likely is an HCP willing il

Dx patients with nocturia? ~ #—— { —e to try new therapies? J}}";" |
+ Nocturia diagnoses - Adoption analog activity

/ \‘
e @] market Potential HCP Specialty °

How big an opportunity qus an HCP specialty/
does the customer present? practice make them more

apt to adopt our therapy?

+ TRx for patients aged 50+ + HCP specialty and practice affiliation

HCP segmentation and valuation framewaork is primarily

based on 6 key dimensions

Source: Avadel/Q - Sales Force Design for Nocliva - HCP Segmentation.




Noctiva
As might be expected, top nocturia market writers tend to cluster in QCt mgr
metropolitan areas ’

Top Nocturia Writers

%™ 1Dot=5

Source: QI Nocluria Segmentalion and Prediclive Modeling October 2017 based on Xponent
and Cloims Dalabases, MAT July 2017,




NOctiva
80 optimized territories cover ~81% of targeted HCPs and ~90% of all current {mgntt,}-)m%t}g”@maj

nocturia diagnosis claims

10,000+ specialty targets for year 1
80 Reps making up 8 total districts
8 MSLs aligned against districts

7 NAMs against prioritized payers

Top Nocturia Writers (1 Dot = 5)

E In Noctiva footprint

:;f-:'! In Noctiva whitespace

Source: Gl Nocluria Segmentafion and Prediclive Modeling October 2017 based on Xponent
and Cloims Datobases, MAT July 2017.00.
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Key financial updates

Transformational opportunity requires significant and disciplined investment

2018 launch +~50% on new feams
investment *~20% on promofional campaign

*~20% on educational campaign
of $5OM+ +~10% on other (data, research, PMR, efc)

*Expected to be impacted in the first couple of years due to
market education and activation investments coupled with

Market uptake _
time to secure Part D preferred access

* Competitive to most commonly used branded agents
currently prescribed

Pricing assumption
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Revenue opportunity 13

Specialist-focused

launch
S250M-400M peak revenue opportunity

Assumes 6% to 10% penetration
of currently freated pool at peak

Maximizing the specialist opportunity will EXpCI nded |0 unc h
lead to expanding our treater base and building .
opportunity

broader condition and Nocliva awareness.
S500M-750M+ revenue opportunity

Assumes 11% to 15+% penetration and
a 20% growth in the freated patient pool
at peak
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A Transformational opportunity for Avadel

- s

NOC 1175810058 [rp—_—

Mw NOctiva i NOctiva'
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Innovative and differentiated product

First and only FDA-approved medication in highly
prevalent condition

Ty
oo 1
o~ Lot

N s o Documented serious health-related consequences of

no or ineffective treatments

.....

Strong IP position (2030) with exclusive state-of-the-art

E manufacturing facility

Noctiva provides significant growth catalyst and potential value creation opportunity for our shareholders







Closing remarks iz Qd ﬁ

Past Present Future

1990-2012 2012-2017 2018 and beyond...

« Focused on drug delivery * Profitable with internal pipeline « 5-year plan: Growing specialty
and life-cycle plays for large development: enabling growth pharma company
pharma with no internal organically and through * $500+ million in sales
pipeline or long-term growth business development «>$1B market cap
strategy « Distinctive product offerings

for patients and providers
* Unprofitable with only one
product approval. No
organizational direction
or growth plan
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