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Avadel Pharmaceuticals (AVDL - $7.35) 

FT-218 Enrollment Delays Continue to Haunt AVDL 
Avadel recently reported their 4Q17 mostly in-line with a slight beat on topline as 

Bloxiverz showed impressive resiliency amidst growing competition. AVDL had 

already provided FY18 guidance, so there were no big surprises other than a slight pull 

back on topline expectations of $105M-$125M from prior $110M-$130M as well as a 

minor decrease in SG&A to $80M-$90M vs. prior $85M-$95M. Numbers aside, the 

bulk of the call was focused on the announcement of a delay for FT-218 (sodium 

oxybate, Xyrem-like formulation), which we considered their most important value 

driver. Although AVDL had previously mentioned enrollment delays due to changes in 

internal processes of the release of Schedule 1 site licenses by the DEA, we were 

encouraged by their confidence in ultimately hitting their NDA filing target by YE18.  

Unfortunately, following their recent review with their CRO, it appears that enrollment 

of treatment naïve patients is proving to be more challenging than anticipated and 

AVDL no longer expects an NDA filing by YE18.  Management intends to update 

timing guidance for FT-218 in 2H18 and isn’t giving much more color on the subject.  

Although AVDL shared encouraging PK information on the trial, we have pushed out 

our launch by ~1 year and have added some risk to the program. The significant pull-

back on the stock isn’t surprising, in our opinion, but we want to remind investors that 

AVDL still has an SPA in place, which should ultimately help FDA interactions and 

potential approval. With their renewed focus on urology following their recent 

divestiture of their FSC products, and their subsequent capital raise of $144M; we were 

encouraged to learn that their Noctiva launch is on track to fully commercially launch 

on 5/1/18. While FT-218 further enrollment delays are far from ideal, we believe the 

pullback has created an interesting buying opportunity and reiterate our Buy rating but 

lower our price target from $18 to $14.                

• FT-218 enrollment issues still lurking, NDA filing no longer a 2018 event. 

This small treatment naïve population continues to prove hard to enroll, AVDL 

(without much clarity) opted to push out their previously planned NDA filing. 

• On the heels of recent raise, Noctiva launch around the corner. With 

$94.1M in cash at YE17 and their additional net $137.7M raise, AVDL is well-

capitalized for their Noctiva launch right around the corner in 2Q18.   

• Maintain our BUY rating and lower price target from $18 to $14. Our price 

target is based on a sum-of-the-parts analysis with the FT-218 at $3.5/share, 

the Eclat portfolio at $5/share, Noctiva at $3.5/share and cash (end ’18) and 

tech value at $2/share. 
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY-18E  (0.31) (0.37) (0.40) (0.53) (1.61) NA  

FY-17A  0.24 0.17 0.08 (0.28) 0.26 28.3x  

FY-16A  0.03 (0.02) (0.08) 0.02 (0.06) NA  

FY-15A  0.27 0.34 0.27 0.25 0.98 7.5x  

         

Source: Company data and Laidlaw & Company estimates  
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Figure 1: Variance Analysis 

 

Source: Laidlaw Estimates 

 

 

Figure 2: Valuation 

 

Source: Laidlaw & Company estimates. 

 

 

 

 

Avadel Pharmaceuticals
Quarterly variance analysis

($000 except per share) 4Q16A 4Q17A 4Q17E Variance % Y/Y FY16A FY17A FY17E Variance % Y/Y

Bloxiverz (neostigmine) $16,938 $7,763 $6,729 $1,034 -54.2% $82,896 $45,304 $44,270 $1,034 -45.3%

Vazculep 8,140 9,000 (860) NM 38,046 38,906 (860) NM

Akovaz 15,436 16,000 (564) NM 80,547 81,111 (564) NM

FSC products 2,989 2,150 839 NM 8,441 7,601 840 NM

1x milestones (license deals) 721 262 0 262 -63.7% 2,161 1,096 834 262 -49.3%

Total Revenue $43,085 $34,590 $33,879 $711 -19.7% $150,246 $173,434 $172,722 $712 15.4%

     COGS 2,591       4,048      2,919      1,129 56.2% 12,742     16,301    15,126    1,175 27.9%

          Gross Profit 40,494 30,542 30,960 (418) -24.6% 137,504 157,133 158,346 (1,213) 14.3%

     SG&A Expense 10,688 23,058 26,188 (3,130) 115.7% 44,179 58,862 61,992 (3,130) 33.2%

       R&D Expense 13,476 12,125 10,000 2,125 -10.0% 34,611 34,218 32,093 2,125 -1.1%

Operating Inc (loss) 16,330 (4,641) (5,227) 586 -128% 58,714 64,848 64,262 586 10%

     Interest inc (exp) (261) (102) 250 (352) -60.9% 672 1,798 1,627 171 167.6%

     Other inc (exp) (463) (818) 100 (918) 76.7% (3,636) (4,246) (3,328) (918) 16.8%

Pretax Income 7,961 (11,527) (11,409) (118) -244.8% 28,784 30,515 30,633 (118) 6.0%

     Income Taxes/(benefit) 6,875 (556) (2,000) 1,444 -108.1% 31,373 18,296 16,838 1,458 -41.7%

Adj Net income/(loss) 1,086 (10,971) (9,409) (1,562) NM (2,589) 12,233 13,795 (1,562) NM

     1x & non cash exp 19,750 1,709 1,709 -91.3% 38,687 54,512 0 54,512 40.9%

NI/(loss) as reported (22,297) (12,680) (12,680) NM (41,276) (42,279) 0 (42,279) NM

     Shares out (000) 42,808 39,350 41,639 (2,289) -8.1% 41,248 41,765 42,069 (304) 1.3%

     Fully diluted shares (000) 49,308 45,850 48,139 (2,289) -7.0% 48,181 47,596 48,169 (572) -1.2%

Adj EPS ex-1x & non cash $0.02 ($0.28) ($0.23) ($0.05) NM ($0.06) $0.26 $0.29 ($0.03) NM

EPS as reported ($0.52) ($0.32) ($1.00) ($1.01) $0.00

Sum-of-the-parts valuation

Segment Valuation Per share

(000's) value

 Sodium Oxybate (FT 218) $158,061 $3.50

Eclat products $239,687 $5.00

Noctiva $168,386 $3.50

Cash (end of '18E) & tech value $100,582 $2.00

$666,716 $14.00

2018 fully diluted shares out 46,850
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Figure 3: Clinical trials timeline 

 

Source: Company reports; Laidlaw & Company estimates. 

  

Avadel Pharmaceuticals

Potential clinical trial timeline estimates

2015A 2016A 2017A 2018E 2019E 2020E

 1QA  2QA  3QA 4QA  1QA  2QA  3QA 4QA  1QA  2QA  3QA 4QA  1QE  2QE  3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE

Akovaz (Eclat #3) - ephedrine sulfate injection for hypotenstion in surgery

Submitted NDA 2Q15 NDA

FDA approved, 4/30/16 FDA

Launch LAUNCH

AV001 (Eclat #4) Submit NDA NDA

FDA approval, 10-month review FDA

Launch LAUNCH

FT218 - Micropump oral controlled release sodium oxybate (eliminate middle of the night dosing)

Additional PK studies

FDA meeting 2Q15, SPA granted 3Q16 met SPA

REST-ON, p3 registration trial, SPA 3Q16; enroll to complete yr end 2017 phase 3 data

NDA 505(b)2 filing NDA

FDA approval & self-launch   FDA LAUNCH

LiquiTime - oral controlled delivery formulations in pain & respiratory

Guaifenesin cough/cold compound data

Partnered with Perrigo 10/5/15 prtnr

Pivitol trial pivitol data

NDA filing NDA FDA

Ibuprofen suspension - DROPPED 3Q16

Partnered with Perrigo 10/5/15 prtnr

Drop compound drop

Trigger Lock abuse resistant opioids - hydromorphone & 1 other compound (FT227)

FDA meeting

Phase 1 trials, compound #1 - data 6/29/15 p1 data

FDA meeting meet

Alcohol interaction study alc. Study data

12-month stability trial stability

NDA 505(b)2 filing, FDA approval & launch seek to partner out

Medusa - Exenatide GLP-1 agonist for Type 2 diabetes (FT228)

Preclinical trials

Phase 1b trials phase 1b data

No additional spend on Medusa - to partner seek to partner out
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Figure 4: Quarterly Income Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates. 

  

Avadel Pharmaceuticals
Quarterly income statement

2016A 2016A 2017A 2017A

 ($000's except per share)  1QA  2QA  3QA 4QA Year  1QA  2QA  3QA 4QA Year

 Revenues

Bloxiverz (neostigmine) $24,747 $25,620 $15,591 $16,938 $82,896 $13,902 $13,719 $9,920 $7,763 $45,304

Vazculep (phenylephrine hci) 9,406 10,421 9,340 10,629 39,796 10,179 10,154 9,573 8,140 38,046

FSC products 1,200 2,124 841 3,534 7,699 2,038 2,320 1,093 2,989 8,441

Akovaz & Eclat #4 0 5,568 11,263 16,831 25,638 20,912 18,561 15,436 80,547

Sodium oxybate (Xyrem)

Noctiva

License & research 863 750

Product sales & service

1x, other, (licenses deals) 693 747 721 2,161 306 528 262 1,096

 Total Revenues $36,216 $38,858 $32,087 $43,085 $150,246 $52,507 $47,411 $39,675 $34,590 $173,434

Expenses

Cost of Goods Sold 3,392 3,145 2,844 2,591 12,742 3,856 4,561 3,790 4,048 16,301

Gross Margin 32,824 35,713 29,243 40,494 137,504 48,651 42,850 35,885 30,542 157,133

 R&D 5,388 7,604 8,143 13,476 34,611 7,206 6,792 8,095 12,125 34,218

 SG&A 9,461 11,290 12,740 10,688 44,179 11,812 12,429 11,563 23,058 58,862

Total Operating Expenses 14,849 18,894 20,883 24,164 78,790 19,018 19,221 19,658 35,183 93,080

Income (loss) from Ops 17,975 16,819 8,360 16,330 58,714 29,633 23,629 16,227 (4,641) 64,848

Royalty payments - Eclat (7,240) (7,933) (6,669) (7,645) (26,966) (9,616) (8,516) (7,264) (5,966) (31,362)

Interest income/(exp) 200 127 226 (261) 672 266 264 847 (102) 1,798

FOREX gain/(loss) 0 0

1x milestones 0 0 0 0 0 0 0 0 0 0

Other income/(loss) (175) 0 (463) (3,636) (1,299) (1,166) (963) (818) (4,246)

Pretax Income (Loss) 10,760 9,013 1,917 7,961 28,784 18,984 14,211 8,847 (11,527) 30,515

Income tax exp/(benefit) 9,210 9,998 5,416 6,875 31,373 7,692 6,046 5,100 (556) 18,296

Adj Net income/(loss) 1,550 (985) (3,499) 1,086 (2,589) 11,292 8,165 3,747 (10,971) 12,233

EPS - adjusted $0.03 ($0.02) ($0.08) $0.02 ($0.06) $0.24 $0.17 $0.08 ($0.28) $0.26

EPS as reported ($0.15) ($0.48) ($0.54) ($0.52) ($1.00) ($0.07) ($0.30) ($0.34) ($0.32) ($1.01)

Shares out (000) 41,241 41,241 41,241 42,808 41,248 42,810 42,487 41,339 39,350 41,765

Fully diluted shares (000) 47,838 47,837 47,741 49,308 48,181 47,709 48,987 47,839 45,850 47,596
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Figure 5: Annual Income Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates. 

  

Avadel Pharmaceuticals
Annual income statement

 ($000's except per share) 2016A 2017A 2018E 2019E 2020E Comments

 Revenues

Bloxiverz (neostigmine) $82,896 $45,304 $20,621 $17,204 $16,461 WestWard entry 1Q16

Vazculep (phenylephrine hci) 39,796 38,046 33,000 25,000 22,500 Generics 2H16

FSC products 7,699 8,441 600 0 0 FSC underperforming

Akovaz & Eclat #4 16,831 80,547 40,000 65,000 62,500 AKRX & ENDP in market 1Q17

LiquiTime royalty 0 0 750 Licensed to Perrigo

Noctiva 10,266 28,481 59,263 Noctiva launch 2Q18

Sodium Oxybate (Xyrem-like) 0 Eliminates middle night dosing

1x milestones (license deals) 2,161 1,096 0 0 0

 Total Revenues $150,246 $173,434 $104,487 $135,684 $161,474 2017 Guide: $165M-$175M

Expenses 2018 Guide: $105M-$125M

Cost of Goods Sold 12,742 16,301 12,432 20,186 21,873

Gross Margin 137,504 157,133 92,055 115,498 139,601

2018 RD Guide: $40M-$50M

 R&D 34,611 34,218 50,000 55,000 60,000 2017 Guide: $30M-$35M

 SG&A 44,179 58,862 90,375 105,000 115,000 2017 Guide: $60M-$65M

Total Operating Expenses 78,790 93,080 140,375 160,000 175,000 2018 SG&A Guide: $$80M-$90M

Income (loss) from Ops 58,714 64,848 (48,320) (44,502) (35,399)

Royalty payments - Eclat (26,966) (31,362) (19,271) (22,067) (20,885) Deerfield & Broadfin payments

Interest income 672 1,798 (6,000) (6,000) (6,000)

Other income/(loss) (3,636) (4,246) 400 400 400

Pretax Income (Loss) 28,784 30,515 (73,191) (72,169) (61,884) Domicile structure drives tax rate

Taxes 31,373 18,296 (8,500) (10,000) 29,497 2017 Guide: 55%-65% tax rate0 0 0 0 0

Adj Net income/(loss) (2,589) 12,233 (64,691) (62,169) (91,380)

Non cash & 1x-items 38,687

Net inc/(loss) as reported (41,276)

EPS - adjusted ($0.06) $0.26 ($1.61) ($1.52) ($2.20) 2017 Guide: $0.25-$0.35

EPS as reported ($1.00) +15% CAGR 2015-2020

Shares out (000) 41,248 41,765 40,100 40,852 41,454

Fully diluted shares (000) 48,181 47,596 46,850 47,602 48,204
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Major risks 

 

Exogenous events could impact our outlook. We believe pharmaceutical 

companies have the least control over competitive, political, and regulatory 

risks. Although we have incorporated competitive assumptions into our 

forecasts, there may be other risks beyond the scope of our analysis. Changes 

in the drug reimbursement system, as well as any political or regulatory 

amendments, may significantly influence the earnings power of these 

companies. 

Actual clinical results and the FDA’s conclusions may deviate from 

expectations. Many of our assumptions are based on a review of incomplete 

clinical trial data available in the public domain. Often, our conclusions are 

drawn from early stage data, which may not be reflected by pivotal studies. 

Furthermore, the FDA’s conclusions may not coincide with our own, 

materially changing our revenue and earnings assumptions.  

Compliance issues, product recalls, and other mandates by regulatory 

authorities could materially change our expectations. Regulatory 

compliance issues, ranging from accounting irregularities to defective 

manufacturing practices, could materially change our assumptions and 

earnings outlook. Unanticipated product recalls and labeling changes could 

also have adverse consequences on our earnings assumptions. 

Legal risks could lead to additional liabilities and revenue loss. In 

addition to the expenses incurred by patent challenges, product liability and 

other legal suits could occur and lead to additional liabilities and revenue 

loss, which could substantially change our financial assumptions. 
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