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Fennec Pharmaceuticals (FENC - $7.61) 

Management Meetings Indicated Pedmark a Clinical Risk 

Mitigated Program  

We recently hosted a handful of meetings with FENC management and investors 

for a company update. Key takeaways and our impressions include:   

• Pedmark appears to be a clinical risk-mitigated development. Most investors 

we met view the clinical risks of Pedmark are relatively low given the positive 

SIOPEL 6 clinical results and the unmet medical need is real and substantial.  As 

such, the risks of potential approval are also lower compared to many other Phase 

III programs. Near-term, FENC will attend the 50th Congress of the International 

Society of Pediatric Oncology (SIOP) held in Kyoto, Japan (Nov 16 - 19, 2018) to 

potentially gauge a possible consensus of how to best use STS for preventing 

hearing loss in platinum-treated pediatric cancers. Feedbacks from KOLs from the 

meeting will provide FENC a better prospective before conducting an EOP2 

meeting with the FDA, which might take place before YE2018. FENC is scheduled 

to file an NDA via rolling submission in 1H19. According to this timeline, potential 

Pedmark approval could slate to late 2019 or early 2020. As a reminder, Pedmark 

has been granted Breakthrough Therapy and Fast Track designations based on the 

robust SIOPEL 6 trial outcome. For Europe, the filing process could be a quarter 

later comparing to the U.S. application. FENC also indicated the company could 

commercialize Pedmark in the U.S. via a small sales force (possibly at low teens) 

given the small size and rather concentrated location of pediatric oncologists.    

• Potential Pedmark label for approval. Patients of the pivotal SIOPEL 6 trial 

(n=109) have hepatoblastoma only, while patients with heterogeneous solid tumors 

(6 different types) participated in the POC COG ACCL0431study. One of the 

uncertainties is whether the NDA will target hepatoblastoma only or multiple 

platinum-treated pediatric tumors. Further, if Pedmark is approved, it would be 

equally important in the real-world practice whether physicians would use Pedmark 

in all localized pediatric tumors (off-label use) even if Pedmark is only approved in 

hepatoblastoma. We believe the broader use could be the scenario since the 

variations of platinum regimens of different pediatric tumors are not that huge. 

Further, we believe the November SIOP meeting could provide more insights by 

pediatric oncologists on this issue.     

• Action. We are reiterating our Buy rating and $22 target price. Our valuation is 

based on probability adjusted DCF and peer comparable analyses We believe 

FENC shares are undervalued given its near-term revenue potential in a less 

competitive market, and several positive potential catalysts near term.   
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY-18E  -0.09A -0.14A -0.15   -0.15   -0.52    N.A.  

FY-17A  -0.06   -0.11   -0.15   -0.15   -0.47    N.A.  

FY-16A  -0.04   -0.06   -0.04   -0.08   -0.22    N.A.  

FY-15A  0.02   -0.02   -0.01   -0.05   -0.06    N.A.  
         

Source: Laidlaw & Company estimates  
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Anticipated milestones in 2018 and beyond  

 

Source: Laidlaw & Company and company presentation  

 

  

Product Indication Event Timing Importance

Pre-NDA meeting with the FDA 4Q18 ***

Presentation at 50th Congress of the 

International Society of Paediatric Oncology 

(SIOP)

Nov. 16-19, 2018 ***

Potential filing for approval in the U.S. YE18/1Q19 ****

Potential data presentation at the SIOP 2018 4Q18 ***

Potential publication of SIOPEL 6 study 2H18 ***

Potential filing for approval in the EU. Late 2H18/2019 ****

Potential FDA approval 2H19 ****

Potential EMEA approval 2019/2020 ****

**** / ***** Major catalyst event that could impact share price very significantly while *** event is more informative 

Pedmark
Hearing loss due to platinum 

chemotherapy in children
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Major Risks 
 

Failure or substantial delay of regulatory approval could have a major 

negative impact on FENC share value. Although FENC’s Pedmark has met the 

primary endpoint in its pivotal (SIOPEL 6) study which demonstrated robust 

efficacy and an acceptable safety profile, any unanticipated delay for NDA filing 

and negative regulatory agencies’ decisions could significantly impair FENC 

shareholder value. In addition, the potential approved label of Pedmark, regarding 

the scope of how broadly the drug can be used, could also potentially impact on 

the commercial value of the asset.    

Commercial risks remain difficult to handicap. Although we believe 

Pedmark’s likelihood of approvals of in the U.S. and Europe is high and we also 

believe the drug could have the potential of changing treatment paradigm of 

managing pediatric platinum-based chemotherapy, it remains too difficult to more 

accurately project the drug’s commercial outlook. Multiple factors, such as 

physician adoption for the drug use, pricing flexibility, level or acceptance of 

reimbursement by third party insurers, and potential future competitors could 

change the dynamic of Pedmark’s market potential. In short, if the company’s 

sales substantially fall short, we believe shareholder disappointment could 

negatively impact the company’s valuation. 

Additional financings could dilute shareholder value. The company currently 

has ~$25MM total cash. As such, FENC would most likely need more financial 

resources going forward if they want to expand their Pedmark commercialization 

efforts unless the company can successfully explore non-dilutive financial 

sources. With additional equity offerings, the value of current shareholder might 

be reduced unless the share price increase if the upsides created due to greater 

financial source could offset the dilution of current shareholders.  

Lack of diversified product portfolio increases risk if Pedmark fails. Since 

FENC only has only one product in development and without other prospects on 

their pipeline, FENC shareholders have very limited options to hedge their risk of 

owning the stock. As such, any mishap or failure of Pedmark development could 

significantly reduce the value of FENC shareholders.     

Limited trading liquidity limits shareholder options. Given daily trading 

volume and name recognition of FENC shares are relatively modest, some 

investor could be hesitating to own the shares as relatively illiquid trading volume 

could face constraints if they want to increase or reduce their positions in a volatile 

stock market.  
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Figure 1: Income Statement 

 

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

  

Fennec Pharmaceuticals – Income Statement
($'000)

1Q18 2Q18 3Q18E 4Q18E

Revenue

Pedmark U.S. revenue 6,900 35,441 80,096 102,226 128,063 163,126 183,789

Pedmark EU revenue 0 19,254 50,347 68,344 85,386 105,256 122,942

Pedmark  revenue 0 0 0 0 0 0 0 0 6,900 54,696 130,443 170,569 213,449 268,382 306,731

Total revenue 0 0 0 0 0 0 0 0 6,900 54,696 130,443 170,569 213,449 268,382 306,731

COGS 0 0 0 0 0 0 0 0 621 4,923 11,740 15,351 19,210 24,154 27,606

Total gross profit 0 0 0 0 0 0 0 0 6,279 49,773 118,703 155,218 194,239 244,228 279,125

Research and development 256 472 1,936 689 798 894 929 3,309 3,872 4,027 2,537 2,359 2,383 2,407 2,431

Selling, general, and administrative expenses 1,634 2,399 5,015 1,102 1,867 1,923 1,981 6,873 7,491 8,091 8,657 9,090 9,544 10,021 10,523

Market and sales 19,800 29,988 31,487 32,747 34,057 35,078 36,131

Total operating expenses 1,890 2,871 6,951 1,791 2,665 2,817 2,909 10,182 31,163 42,105 42,681 44,196 45,984 47,507 49,084

Operating Incomes (losses) (1,890) (2,871) (6,951) (1,791) (2,665) (2,817) (2,909) (10,182) (24,884) 7,668 76,022 111,022 148,255 196,721 230,041

Other Income/(Expense)

Unrealized gain on derivatives 1,237 48 (134) (167) 0 (28) (25) (220) (242) (266) (293) (322) (354) (390) (429)

Sale of Eniluracil 0 40 0 0 0 0 0 0 0 0 0 0 0 0 0

Other loss (9) (14) (8) 3 (5) (5) (7) (14) (15) (16) (17) (18) (19) (20) (21)

Net interest income 3 8 47 (59) (73) 4 3 (125) (133) (140) (149) (158) (167) (177) (188)

Total other income (expense), net 1,231 82 (95) (223) (78) (29) (29) (359) (389) (422) (458) (498) (540) (587) (638)

Pretax income (659) (2,789) (7,046) (1,568) (2,587) (2,788) (2,880) (9,823) (25,273) 7,245 75,564 110,524 147,714 196,134 229,403

Tax on income 0 0 0 0 0 0 0 0 0 (2,681) (27,959) (40,894) (54,654) (72,570) (84,879)

Net Income (Loss) attributable to Fennec (659) (2,789) (7,046) (1,568) (2,587) (2,788) (2,880) (9,823) (25,273) 4,565 47,605 69,630 93,060 123,565 144,524

Net Income (Loss) (659) (2,789) (7,046) (1,568) (2,587) (2,788) (2,880) (9,823) (25,273) 4,565 47,605 69,630 93,060 123,565 144,524

Basic and diluted net loss per share ($0.06) ($0.22) ($0.47) ($0.09) ($0.14) ($0.15) ($0.15) ($0.52) ($1.11) $0.20 $2.04 $2.96 $3.91 $5.14 $5.95

Shares outstanding: basic 10,827 12,765 14,831 18,430 18,585 18,885 19,285 18,796 22,785 23,035 23,285 23,535 23,785 24,035 24,285

Shares outstanding:undiluted 11,143 12,765 14,831 18,430 18,585 18,885 19,285 18,796 22,785 23,035 23,285 23,535 23,785 24,035 24,285

Margin Analysis (% of Sales/Revenue)

Costs of goods NA NA NA 84% 82% 81% 80% NA 9% 9% 9% 9% 9% 9% 9%

R&D NA NA NA NA NA NA NA NA 56% 7% 2% 1% 1% 1% 1%

SG&A NA NA NA NA NA NA NA NA 109% 15% 7% 5% 4% 4% 3%

Operating Income (loss) NA NA NA NA NA NA NA NA -361% 14% 58% 65% 69% 73% 75%

Pretax NA NA NA NA NA NA NA NA -366% 13% 58% 65% 69% 73% 75%

Tax Rate 37% 37% 37% 37% 37% 37% 37% 37% 37% 37% 37% 37% 37% 37% 37%

Net Income NA NA NA NA NA NA NA NA -366% 8% 36% 41% 44% 46% 47%

Financial Indicator Growth Analysis (YoY%)

Total Revenue #REF! NA NA NA NA NA NA NA NA 693% 138% 31% 25% 26% 14%

Gross Profit #REF! NA NA NA NA NA NA NA NA 693% 138% 31% 25% 26% 14%

Cost of Goods #REF! NA NA NA NA NA NA NA NA 693% 138% 31% 25% 26% 14%

R&D #REF! 84% 310% 206% 140% 82% 5% 71% 17% 4% -37% -7% 1% 1% 1%

SG&A #REF! 47% 109% 102% 461% 14% 22% 37% 9% 8% 7% 5% 5% 5% 5%

M&S 6% 5% 4% 4% 3% 3%

Operating Income (Losses) #REF! 52% 142% 132% 80% 29% 16% 46% 206% 35% 1% 4% 4% 3% 3%

Pretax Income #REF! 323% 153% 95% 62% 19% 26% 39% 157% -129% 943% 46% 34% 33% 17%

Net Income #REF! 323% 153% 95% 62% 19% 26% 39% 157% -118% 943% 46% 34% 33% 17%

EPS #REF! 259% 113% 44% 24% -1% 3% 12% 112% -118% 932% 45% 32% 31% 16%

Yale Jen, Ph.D.  212-953-4978

Source: Roth Capital Partners Research and NovaBay's SEC filings

2024E 2025E2017 2018E 2019E 2020E2015 2016 2021E 2022E 2023E
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Laidlaw & Company Rating System* 
% of Companies 

Under Coverage 

With This Rating 

% of Companies for which Laidlaw & Company 

has performed services for in the last 12 months 

Investment Banking Brokerage 

Strong Buy 

(SB) 

Expected to significantly outperform the sector over 12 
months. 

0.00% 0.00% 0.00% 

Buy (B) Expected to outperform the sector average over 12 months. 59.65% 22.81% 3.51% 

Hold (H) 
Expected returns to be in line with the sector average over 12 

months. 
7.02% 1.75% 0.00% 

Sell (S) 
Returns expected to significantly underperform the sector 

average over 12 months. 
0.00% 0.00% 0.00% 
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As of the date of this report, neither the author of this report nor any member of his immediate family or household maintains an ownership position in the securities of 

the company (ies) mentioned in this report. 
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