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Viking Therapeutics (VKTX - $10.39) 

Robust VK2809 in NAFLD Phase II Trial Readout Exceeds 

Expectations; Raise TP to $40  

Yesterday VKTX reported a robust VK2809 in NAFLD Phase II trial readout, 

exceeding investor expectations. VKTX shares jumped 87% at close; but we still 

anticipate substantial upside remains given the potential best-in-class nature of 

VK2809 and unmet medical need in a significantly large patient population.  

• Details. The VK2809 in NAFLD Phase II trial met both primary and secondary 

endpoints. The secondary endpoint readout (reduction of liver fat content by MRI-

PDFF) stirred the greatest excitement: 57% (QOD) to 60% (QD) median liver fat 

reduction was seen in VK2809-treated patients after 12 weeks of treatment (vs. -

9% of placebo). Approximately 77% (QOD) to 91% (QD) of VK2809-treated 

patients experienced >30% reduction in liver fat content (vs. 18% of placebo). Liver 

fat reduction of >30% could correlate with 2-point NAFLD activity score (NAS) 

improvements. Also, ~52% (QOD) to 73% (QD) of VK2809-treated patients 

experienced >50% reduction (super responder) in liver fat content (vs. 18% of 

placebo). Primary endpoint is the reduction on LDL-C vs. placebo (20+%). Several 

statistically significant improvements of atherogenic biomarkers [Apo(b) and lp(a)] 

(with) also were observed. On the safety side, VK2809 is well tolerated with no 

SAEs reported. Better mean alanine aminotransferase (ALT) reduction was seen in 

patients with or without elevated baseline ALT. No meaningful differences were 

seen in bilirubin, alkaline phosphatase, or international normalized ration (INR); 

and the thyroid hormone axis remains intact. VKTX will report the full dataset (2 

abstracts) at the AASLD meeting (Nov. 9-13, 2018). NASH development would be 

the sole focus of VK2809. A study assessing biopsy will be the next critical trial 

before heading into pivotal studies. 

• Implications. With caveats in comparing two clinical studies, VK2809 could 

potentially be better than MDGL’s MGL-3196 based on the >30% liver fat reduction 

outcome (60-75% in MGL-3196 vs. 77-91% in VK2809). That two-thirds of treated 

patients could be categorized as super responder is very encouraging and potentially 

demonstrates the drug’s potency. Further, the MOA of thyroid- agonist in treating 

NAFLD is further strengthened with two active programs in development. Although 

recognizing the potential first mover advantage, we believe that the potential best-in-

class drug can frequently take greater market share over the longer term.  

• Action. We are reiterating our Buy rating and increasing 12-month target price to 

$40 from $15 to reflect the critical de-risking effect from the Phase II study readout. 

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  -0.08A -0.13A -0.14   -0.13   -0.50    N.A.  

FY-17A  -0.23   -0.21   -0.22   -0.14   -0.79    N.A  

FY-16A  -0.40   -0.22   -0.20   -0.18   -0.90     N.A.  

FY-15A  -1.40   -1.07   -0.53   -0.56   -3.68    N.A.  
         

Source: Laidlaw & Company estimates  
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• Recap of VK2809 in non-alcoholic fatty liver disease (NAFLD) Phase II 

design and additional information. It is a randomized, double-blind, placebo-

controlled, parallel-group study. 14 patients received placebo, while 15 and 16 

patients received 10 mg VK2809 dosed every other day (QOD), and 10 mg 

VK2809 dosed daily (QD), respectively, for 12 weeks followed by a 4-week off-

drug phase.  The mean liver fat threshold for eligible patients was ~16%. Primary 

endpoint is the effect of VK2809 treatment on LDL-C vs. placebo after 12 weeks. 

The secondary endpoint evaluated changes in liver fat content by MRI-PDFF in 

patients with a valid baseline and post-baseline MRI. An MRI-PDFF 

measurement at 16 weeks also will be carried out later. The readout from this 

study is likely to be presented at the 2019 EASL (European Association for the 

Study of the Liver) meeting (April 10-14, 2019). In our opinion, the just reported 

robust results should bode well for the potential success of the biopsy readout of 

the next clinical study, given the correlation established between the higher liver 

fat reduction and the improvement of NAFLD activity score. In addition, with 

potency of VK2809, in our opinion, it is possible to design different regimens for 

potentially achieving longer term maintenance benefits.   
 

Figure 1: Topline results from VK2809 in NAFLD Phase II trial  

  

Source: Company report and Laidlaw and Co. 

 

  

VK2809 10 mg QOD VK2809 10 mg QD VK2809 combined Placebo

Median relative change in 

liver fat by MRI-PDFF
-56.5%  (p<0.01) -59.7% (p<0.01) -58.1% (p<0.01) -8.9%

Percentage of patients 

experiencing ≥ 30% 

reduction in liver fat

76.9% (p=0.012) 90.9% (p<0.01) 83.3% (p<0.01) 18.2%

Percentage of patients 

experiencing ≥ 50% 

reduction in liver fat

52% 73% 67% 18%
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Anticipated milestones in 2018 and beyond  

 

Source: Laidlaw & Company and company presentation  

 

  

Product Indication Event Timing Importance

Report Phase IIa study full dataset results at the 

ASBMR annual meeting 
Sep. 28–Oct. 1, 2018 ***

Discussion with the FDA for the nest step 3Q18 ***

VK0214
X-Linked Adrenoleukodystrophy

(X-ALD)
Potentially file an IND 1H19 ***

Potentially present full data at AASLD meeting Nov. 9-13, 2018 ***

Potentially conduct meeting with the FDA 1Q19 ***

Potentially start Phase II/III study 2H19 ***

Preclinical data presentation at American Thyroid 

Association annual meeting
Oct. 3-7. 2018 ***

Potentially start Phase I study 3Q18 ***

Potentially report Phase I study results 1H19 ***

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

Hip fractureVK5211

Glycogen storage disease type Ia 

(GSD Ia).

VK2809

Cholesterolemia / NASH
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Major Risks 

Risks of clinical study failure could have a major impact on VKTX share 

value. Despite promising aspects of the company’s lead products, VK5211 in the 

post hip fracture surgery rehabilitation and thyroid-β agonists (VK2809 / 

VK0214) in X-ALD, it remains too early to predict the safety and efficacy from 

the two upcoming Phase I and Phase II studies. Given that clinical validation or 

POC for these programs has not been established, it would be critical for these 

studies to demonstrate a positive outcome in order to increase the asset and 

shareholder value. Negative results of either clinical study could potentially 

impair their value and have a materially negative impact on shareholder value, 

especially since success of each study could illustrate the value of VK5211 in hip 

fracture rehabilitation and thyroid-β agonists in X-ALD. Further, it remains too 

early to predict any potential future success of clinical trials should these 

programs further advance into next stage clinical stage development. In thyroid-

β agonists in X-ALD, although it is possible that the drug could reduce or 

eliminate VLCFA, it remains too early to forecast that the drug could slow and 

stop the progression of symptoms to provide clinical benefits. 

Product may not be approved or reach anticipated sales. Although Viking’s 

current pipeline products have exhibited the potential to generate positive clinical 

outcomes from current and future trials; it remains too early to project whether 

any of these products would be approved by regulatory agencies. Even if the 

products were to enter the market, sales could be significantly below projections 

due to the specific product label under approval, physician consensus for 

prescribing the drug, changes of treatment paradigms, entrance of competitors, 

and possibly the changes in pricing flexibility and payer reimbursement. A 

revenue outlook below expectations could also negatively affect VKTX 

shareholder value.  

Positive relationship with Ligand is important. Given that Viking is 

substantially dependent on technologies and drug candidates licensed from 

Ligand for further development, it would be important for the company to 

maintain a positive relationship with Ligand. If Viking loses the right to license 

these technologies and drug candidates or the Master License Agreement with 

Ligand is terminated for any reason, VKTX’s ability to develop existing and new 

drug candidates would be harmed.  

Additional financings could dilute shareholder value. Although the company 

currently has ~$142MM (proforma) cash, VKTX could need more financial 

resources going forward if they want to expand and further develop its pipeline. 

Should the product not receive FDA approval, or product revenue does not reach 

expectations; the company might need to issue new equity to raise additional cash. 

Under such a scenario, the share value of existing shareholders could be diluted.  

Limited trading liquidity limits shareholder options. Given VKTX shares only 

entered the public market recently; daily trading volume and name recognition 

are relatively modest. With relatively illiquid trading volume, shareholders 

wanting to increase or reduce their positions in a volatile stock market may face 

constraints. 



 

 

S
ep

tem
b

er 1
9

, 2
0
1
8
 

L
aid

law
 &

 C
o

m
p
an

y
 

E
st. 1

8
4

2 

V
ik

in
g

 T
h

erap
eu

tics  
P

ag
e 5

 o
f 8

 
Y

ale Jen
, P

h
.D

. 

 y
jen

@
laid

law
ltd

.co
m

 

Figure 1: Income Statement 

 

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

  

Viking Therapeutics – Income Statement
($',000)

1Q18 2Q18 3Q18E 4Q18E

Revenue

Product revenue 0.0 0.0 0 0 0 -             -             -             -             0 0 0
Other revenue 0.0 0.0 0 0 0 -             -             -             -             0 0 0

Total revenue 0.0 0.0 0 0 0 -             -             -             -             0 0 0

Costs of goods 0 0

Gross sales 0 0

Research and development (12) (22,223) (6,967) (9,000) (13,741) (3,043) (5,221) (4,960) (4,861) (18,085) (19,712) (21,289)

General and administrative (89) (1,245) (5,030) (4,846) (5,329) (1,762) (1,704) (1,721) (1,773) (6,960) (7,308) (7,673)

Marketing and sales 0

Total Operating Expenses (101) (23,468) (11,996) (13,846) (19,070) (4,805) (6,925) (6,681) (6,633) (25,044) (27,020) (28,962)

Operating Incomes (losses) (101) (23,468) (11,996) (13,846) (19,070) (4,805) (6,925) (6,681) (6,633) (25,044) (27,020) (28,962)

Change in fair value of accrued license fees 0 (1,822) (9,382) 0 0 0 0 0 0 0 0 0

Change in fair value of debt conversion features 21 (391) (1,043) 1,064 345 1,361 37 (158) 205 1,445 (500) (500)

Amortization of debt discount 18 558 (894) (1,788) (1,283) (258) (146) (350) (355) (1,109) (1,109) (1,109)

Amortization of financing costs (139) (571) (30) (30) (88) (87) (235)

Interest expense 6 71 (89) (22) 1 181 392 (2) (2) 569 569 569

Total other (income) expenses 45 (1,584) (11,408) (885) (1,507) 1,254 253 (598) (239) 670 (1,040) (1,040)

Loss before tax (146) (21,884) (23,404) (14,731) (20,578) (3,551) (6,672) (7,279) (6,872) (25,714) (25,980) (27,922)

Tax 0 0 0 0 0 -           -           -           -           0 0 0

Net Income (Loss) (146) (21,884) (23,404) (14,731) (20,578) (3,640) (6,672) (7,279) (6,872) (25,714) (25,980) (27,922)

Unrealized gain on securities 0 (13) (38) (38)

Net Income (Loss) Applicable to Common Shareholders (146) (21,884) (23,404) (14,731) (20,591) (3,640) (6,710) (7,279) (6,872) (25,714) (25,980) (27,922)

Net Earnings (Losses) Per Share—Basic ($0.07) ($5.23) ($3.68) ($0.90) ($0.79) ($0.08) ($0.13) ($0.14) ($0.13) ($0.50) ($0.46) ($0.50)

Net Earnings (Losses) Per Share—Diluted ($0.07) ($5.23) ($3.68) ($0.90) ($0.79) ($0.08) ($0.13) ($0.14) ($0.13) ($0.50) ($0.46) ($0.50)

Shares outstanding—basic 2,043 4,187 6,356 16,278 25,953 44,649 52,767 53,167 53,567 51,038 56,038 56,041

Shares outstanding—diluted 2,043 4,187 6,356 16,278 25,953 44,649 52,767 53,167 53,567 51,038 56,038 56,041

Margin Analysis (% of Sales/Revenue)

Costs of goods 12% 12%

R&D NA NA NA NA NA NA NA NA NA NA NA NA

SG&A NA NA NA NA NA NA NA NA NA NA NA NA

Operating Income (loss) NA NA NA NA NA NA NA NA NA NA NA NA

Net Income NA NA NA NA NA NA NA NA NA NA NA NA

Financial Indicator Growth Analysis (YoY%)

Total Revenue -100% NA NA NA NA NA NA NA NA NA NA NA

R&D -83% 191264% -69% 29% 53% -14% 41% 43% 60% 32% 9% 8%

SG&A 119% 1292% 304% -4% 10% 22% 34% 40% 27% 31% 5% 5%

Marketing and sales 75%

Operating Income (Losses) -8% 23118% -49% 15% 38% -3% 39% 42% 50% 31% 8% 7%

Pretax Income 32% 14864% 7% -37% 40% -32% 29% 19% 68% 25% 1% 7%

Net Income 32% 14864% 7% -37% 40% -30% 30% 19% 68% 25% 1% 7%

EPS -4% 7202% -30% -75% -12% -65% -41% -38% -7% -36% -8% 7%

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

Source: Roth Capital Partners Research and NovaBay's SEC filings
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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. 62.50% 21.43% 3.57% 

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

months. 
3.57% 1.79% 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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in some or all of them.  This report is not an offer to buy or sell or the solicitation of an offer to buy or sell any security/instrument or to participate in any particular 

trading strategy. 

Associated persons of Laidlaw & Co (UK), Ltd not involved in the preparation of this report may have investments in securities/instruments or derivatives of 

securities/instruments of companies mentioned herein and may trade them in ways different from those discussed in this report.  While Laidlaw & Co (UK), Ltd., prohibits 

analysts from receiving any compensation. Bonus or incentive based on specific recommendations for, or view of, a particular company, investors should be aware that 

any or all of the foregoing, among other things, may give rise to real or potential conflicts of interest. 

With the exception of information regarding Laidlaw & Co (UK), Ltd. this report is based on public information.  Laidlaw & Co (UK), Ltd makes every effort to use 

reliable, comprehensive information, but we make no representation that it is accurate or complete and it should not be relied upon as such.  Any opinions expressed are 
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by the company of travel expenses for such visits.  The value of and income from your investments may vary because of changes in interest rates, foreign exchange rates, 
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of future performance are based on assumptions that may not be realized.  If provided, and unless otherwise stated, the closing price on the cover page is that of the 

primary exchange for the subject company's securities/instruments. 

Any trademarks and service marks contained in this report are the property of their respective owners. Third-party data providers make no warranties or representations 

of any kind relating to the accuracy, completeness, or timeliness of the data they provide and shall not have liability for any damages of any kind relating to such data.  
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