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Athenex Inc. (ATNX - $16.34) 

Second Interim Readout of the Oraxol Phase III Trial Remains 

Encouraging with Enrollment Completion Expected by Year-end 

This morning, ATNX announced that the DSMB has recommended continuation of 

the Oraxol in metastatic breast cancer (mBC) Phase III trial after the second planned 

interim analysis (n=180). The company also reported that 320+ patients (a total of 360 

is needed) have been recruited for the study.   

• Details. As expected, ATNX reported the 2nd interim analysis by the DSMB of 

the Oraxol in mBC Phase III study this morning. DSMB recommended the 

continuation of the study and the completion of patient recruitment. ATNX 

indicated that the DSMB has “congratulated Athenex on the rapid patient 

recruitment and the promising results achieved.” In addition, management 

indicated that they “plan to provide these confidential unblinded data to 

regulatory authorities soon to discuss the marketing submission pathways.”  

Given the study already enrolled 320+ patients so far, we estimate patient 

recruitment could complete by year-end 2018 with the possibility of expanded 

enrollments. As such, we believe the topline readout could potentially be 

available in mid-2019. We also estimate the meeting with the FDA for 

examining the unblinded data could take place in 1Q19 assuming it might take 

near two months preparing the documents and potentially slower progress in 

4Q18 due to multiple holidays. As a reminder, the regulatory path for Oraxol 

is via 505(b)2 with the primary endpoint of the study is to show superiority 

over IV paclitaxel in response rates assessed by RECIST criteria. Tumor scans 

assessments are by a blinded independent radiologic imaging analysis center. 

• Implications. We are very encouraged by the positive readout of the 2nd 

interim analysis although the outcome remains blinded to the public and the 

company. We view the scheduled meeting with the FDA examining the 

unblinded interim data from the Phase III study an encouraging sign, and 

potentially demonstrates the confidence of management regarding the safety 

and efficacy potential of Oraxol. We view the topline readout potentially in 

mid-2019 a critical binary event for ATNX shares. We also believe ATNX is 

confident on the potential success of Oraxol as the company recently (in July) 

hired a VP of global commercial oncology.  

• Action. We are reiterating our Buy rating and our target price of $38 to reflect 

our bullish view on two promising lead late stage products and multiple 

potentially positive catalysts over the next 12 months. Our valuation is based 

on peer comparable, probability adjusted DCF and sum-of-the-parts analyses. 
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY-18E  -0.12A -0.58A -0.45   -0.06   -1.20    NM  

FY-17A  -1.01   -0.88   -0.41   -0.49   -2.63    NM  

FY-16A  -0.27   -0.31   -0.61   -0.96   -2.19    NM  

FY-15A  N.A. N.A. N.A. N.A. -1.50    NM  
         

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

 

Source: Laidlaw & Company estimates and company presentation.  

  

Product Indication Event Timing Importance

Potentially completed patient enrollment for the 

Phase III study
4Q18 ***

FDA meeting examines unblinded Phase III 

interim data
1Q19 ***

Potential topline Phase III trial data readout Mid-19 ****

Angiosarcoma Potentially start Phase I/II trial 2H18/2019 ***

Potential NDA filing Mid-2019 ***

Potential approval 2020 ****

Additional pipeline 

development of the Orascovery 

platform

Oncology Potentially advancing into Phase I studies 2018 ***

Potentially start Phase I trial in China 2H18 ***

Potentially start Phase I trial in the U.S. 1H19 ***

 Pegtomarginase Oncology Potentially start Phase I trial in the U.S. 2Q19 ***

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

HATac (NY-ESO-1/HLA-0201) Solid tumors

KX2-391 Actinic keratosis (AK) 

Metastatic breast cancer 

Oraxol
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Major risks 

Clinical study failure could have a major negative impact on ATNX share 

value. Despite ATNX’s two lead products have demonstrated different degrees 

of promising efficacy and safety, clinical risks remain for either drug or future 

pipeline products as they might fail in the late stage clinical trials. For Oraxol, it 

is still too early to determine whether the drug can demonstrate a better safety or 

more efficacious vs. IV paclitaxel given the superiority in ORR is the primary 

endpoint of the Phase III trial. Further, the outcome might not be available until 

the topline data readout later unless the DSMB has decided to un-blind the results. 

Although the risk-reward profile of KX-01 in AK could be more favorable with 

reported positive Phase II results, it remains possible that the Phase III trial fails 

due to recognized and unidentifiable factors. Since the major value drivers for 

drug development company is the success of late stage clinical trials and drug 

approvals by regulatory agencies, unable to achieve such goal would usually 

impair the share value very significantly.    

Commercial risks remain difficult to handicap. Although the potential benefits 

of ATNX’s products in development can be easily recognized and appreciated, it 

is still too early to determine their commercial potential more accurately. For 

Oraxol, the balance between the safety and efficacy would likely to determine 

uptake of the drug by physicians and patients. A safer but less robust medication 

might not gain greater market shares since eradication of cancer cells remain the 

main objective of a cancer therapy. In addition, various types of modified 

chemotherapies are in development globally, while novel non-chemo treatment 

modalities are coming to the market. Such rapidly evolving cancer treatment 

market could further limit the market expansion of Oraxol. For KX-01, given the 

current AK topical treatment market has multiple lower cost medications 

available, it might be challenging for a more premium-priced product to gain 

greater market shares despite the drug might be better overall. Together, if the 

company’s sales substantially fall short, we believe shareholder disappointment 

could negatively impact the company’s valuation.     

Yet-to-be-clinically-validated technology platforms could impact on future 

pipeline developments. Although ATNX’s two technology platforms: 
Orascovery and Src kinase inhibition, have helped to create promising drug 

candidates currently in development, it remains too early to judge the validity of 

the platform of whether they can generate approvable clinical therapeutics. If such 

validation cannot be achieved, the value of these platforms could be in question. 

Such scenario can also diminish shareholder value.  

Commercial infrastructure might not create high margin for ATNX unless 

it starts selling proprietary products. Although ATNX’s commercial 

infrastructure could provide positive strategic value near term as well as later 

when the company’s proprietary products are approved and launched, it remains 

uncertain as whether this scenario could be realized in a reasonable timeframe. If 

proprietary high margin products are not available for long period, the valuation 
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metric of the company could be shifted to the lower multiples specialty pharma 

group. As such, the shareholders might not gain the potential upsides anticipated.  

Additional financings could dilute shareholder value. The company had 

~$200MM total cash (proforma) currently. As such, ATNX would most likely 

need more financial resources going forward if they want to expand and further 

develop their pipeline 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.  
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Figure 1: Income Statement 

 

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

  

Athenex Inc. – Income Statement
($'000)

1Q18 2Q18 3Q18E 4Q18E

Revenue

Oraxol revenues 95,430 222,146 385,352 574,494 775,746 959,574

KX-01 in actinic keratosis revenues 12,682 33,440 52,890 71,198 92,785 114,401

Total proprietary product revenues 0 0 0 0 0 0 0 0 0 108,112 255,586 438,242 645,692 868,530 1,073,975
Other product revenues 12,816 19,394 36,106 12,836 11,471 12,503 12,878 49,689 54,161 56,327 58,580 60,924 63,361 65,895 68,531

License fees and consulting revenue 314 392 1,105 25,000 91 125 25,130 50,346 501 511 521 532 542 553 564

Deferred revenue 5,000 5,000 10,000

Grant revenue 814 765 832 0 3 520 580 1,103 330 333 337 340 343 347 350

Total revenue 13,944 20,551 38,043 37,836 11,565 18,148 43,588 111,138 54,992 165,284 315,024 500,037 709,939 935,325 1,143,420

COGS 13,153 19,718 25,122 11,326 9,443 10,128 10,303 41,200 43,329 45,069 46,880 48,762 50,720 52,756 54,872

Total gross profit 791 833 12,921 26,510 2,122 8,021 33,286 69,938 11,663 120,214 268,145 451,275 659,219 882,569 1,088,548

Research and development 24,463 60,624 76,797 21,303 26,572 24,181 23,431 95,486 111,719 116,188 135,940 145,456 151,274 146,736 132,062

Selling, general, and administrative expenses 27,036 25,956 46,112 13,080 12,817 13,202 13,598 52,696 57,439 73,522 78,668 82,601 86,732 91,068 95,622

Total operating expenses 51,499 86,580 122,909 34,383 39,389 37,382 37,028 148,183 169,158 189,709 214,608 228,057 238,005 237,804 227,684

Operating Incomes (losses) (50,708) (85,747) (109,988) (7,873) (37,267) (29,361) (3,743) (78,244) (157,495) (69,495) 53,537 223,218 421,213 644,765 860,864

Other Income/(Expense)

Interest expense (income) 1 1,891 6,108 (227) (368) 110 98 (387) (426) (468) (515) (567) (623) (686) (754)

Unrealized loss on derivative liability 0 533 15,411 0 0 0 0 0 0 0 0 0 0 0 0

Total other income (expense), net 1 2,424 21,519 (227) (368) 110 98 (387) (426) (468) (515) (567) (623) (686) (754)

Pretax income (50,709) (88,171) (131,507) (7,646) (36,899) (29,471) (3,841) (77,857) (157,920) (69,963) 53,022 222,651 420,590 644,079 860,110

Tax on income (54) (265) 85 (307) (51) 26 29 (303) 100 110 (19,618) (82,381) (155,618) (238,309) (318,241)

Net Income (Loss) (50,655) (87,906) (131,396) (7,339) (36,950) (29,497) (3,870) (77,554) (158,020) (70,073) 72,640 305,032 576,209 882,389 1,178,351

net loss attributable to non-controlling interests (55) (191) (226) (41) (91) (39) (40) (211) (161) (163) (164) (166) (168) (169) (171)

Net loss attributable to Athenex (50,600) (87,715) (131,170) (7,298) (36,859) (29,458) (3,830) (77,343) (157,859) (69,911) 72,804 305,198 576,376 882,558 1,178,522

Unrealized gain (loss) on investment, net of income taxes 91 (33) (26) 0 0 0 0 0 0 0 0 0 0 0 0

Foreign currency translation adjustment, net of income taxes (397) (1,048) 1,184 0 0 0 0 0 0 0 0 0 0 0 0

Net Income (Loss) (50,906) (88,796) (130,012) (7,298) (36,859) (29,458) (3,830) (77,343) (157,859) (69,911) 72,804 305,198 576,376 882,558 1,178,522

Basic and diluted net loss per share ($1.50) ($2.19) ($2.63) ($0.12) ($0.58) ($0.45) ($0.06) ($1.20) ($2.25) ($0.99) $1.02 $4.25 $7.98 $12.13 $16.09

Shares outstanding: basic and undiluted 33,766 40,121 49,961 63,276 63,310 65,990 66,240 64,704 70,240 70,740 71,240 71,740 72,240 72,740 73,240

Margin Analysis (% of Sales/Revenue)

Costs of goods 94% 96% 66% 83% 82% 81% 80% 37% 80% 27% 15% 10% 7% 6% 5%

R&D 175% 295% 202% 56% 230% 133% 54% 86% 203% 70% 43% 29% 21% 16% 12%

SG&A 194% 126% 121% 35% 111% 73% 31% 47% 104% 44% 25% 17% 12% 10% 8%

Operating Income (loss) -364% -417% -289% -21% -322% -162% -9% -70% -286% -42% 17% 45% 59% 69% 75%

Pretax -364% -429% -346% -20% -319% -162% -9% -70% -287% -42% 17% 45% 59% 69% 75%

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

Net Income -363% -427% -345% -19% -319% -162% -9% -70% -287% -42% 23% 61% 81% 94% 103%

Financial Indicator Growth Analysis (YoY%)

Total Revenue #REF! 47% 85% 726% 152% 30% 193% 192% -51% 201% 91% 59% 42% 32% 22%

Gross Profit #REF! 5% 1451% 1422% 363% 36% 592% 441% -83% 931% 123% 68% 46% 34% 23%

Cost of Goods #REF! 50% 27% 299% 128% 25% 2% 64% 5% 4% 4% 4% 4% 4% 4%

R&D #REF! 148% 27% -19% 51% 102% 12% 24% 17% 4% 17% 7% 4% -3% -10%

SG&A #REF! -4% 78% 33% -27% 27% 10% 14% 9% 28% 7% 5% 5% 5% 5%

Operating Income (Losses) #REF! 68% 42% -5% 26% 68% 12% 21% 14% 12% 13% 6% 4% 0% -4%

Pretax Income #REF! 74% 49% -81% -5% 27% -87% -41% 103% -56% -176% 320% 89% 53% 34%

Net Income #REF! 74% 46% -82% -4% 28% -86% -41% 104% -56% -204% 319% 89% 53% 34%

EPS #REF! 46% 20% -89% -34% 10% -88% -54% 88% -56% -203% 316% 88% 52% 33%

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

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

2015 2016 2021E 2022E 2023E 2024E 2025E2017 2018E 2019E 2020E
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Investment Banking Brokerage 
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months. 
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