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Current Price (5/10/2022)  $0.80 

Valuation  $5.50 

 
 
 

OUTLOOK 

SUMMARY DATA 
 

Risk Level Above Average 

Type of Stock Small-Growth 

Industry Med-Biomed/Gene 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Lipocine uses its proprietary Lip’ral technology to improve bioavailability and 
convenience of previously approved compounds using the 505(b)(2) regulato-
ry pathway. Lip’ral’s favorable pharmacokinetic profile facilitates lower dosing, 
reduces side effects and eliminates gastrointestinal interactions that limit 
absorption. Many candidates are in development that employ the Lip’ral tech-
nology; two are for the treatment of male hypogonadism; one is for the pre-
vention of pre-term birth, one for post-partum depression and two candidates 
target NASH and cirrhosis. 
 

The lead product, Tlando, was tentatively approved in December 2020 with 
full approval anticipated March 2022.  In October 2021, LPCN entered into a 
licensing agreement with Antares Pharma which also includes rights to devel-
op Tlando XR. We anticipate first sales in 2Q:22 with full responsibility for 
commercialization falling on Antares’ shoulders. 

LPCN 1144 for pre-cirrhotic NASH has shown promise in a space with no 
other approved treatment. Phase II data demonstrated reduction in liver fat 
and favorable safety data. LPCN 1107, LPCN 1148 & LPCN 1154 have vari-
ous PK and food effect studies required before beginning the next stage of 
studies. 

52-Week High 1.89 
52-Week Low 0.78 
One-Year Return (%) -40.7 
Beta 0.24 
Average Daily Volume (sh) 900,756 
  
Shares Outstanding (mil) 88.5 
Market Capitalization ($mil) 70.8 
Short Interest Ratio (days) 1.71 
Institutional Ownership (%) 12.2 
Insider Ownership (%) 2.5 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) N/A 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2022 Estimate N/A 

P/E using 2023 Estimate N/A 
  
Zacks Rank N/A 

OLE Topline Any Day Now 
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ZACKS ESTIMATES 
 

Revenue  
(In millions of USD) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2021 $0.0 A $0.0 A $0.1 A $16.1 A $16.1 A 

2022 $0.0 A $0.3 E $1.0 E $1.3 E $2.6 E 

2023     $10.7 E 

2024     $19.7 E 
 

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

2021 -$0.04 A -$0.08 A -$0.03 A $0.12 A -$0.01 A 

2022 -$0.04 A -$0.04 E -$0.03 E -$0.04 E -$0.15 E 

2023     -$0.06 E 

2024     $0.01 E 

      

 
  

 
  

 
 
 

Based on our DCF model and a 20% discount rate, LPCN is 
valued at approximately $5.50 per share.  We include a valuation 
component for tentatively approved TLANDO (95% probability) 
and Phase II assets LPCN 1144 (35%), LPCN 1148 (10%), 
LPCN 1154 (10%) & LPCN 1107 (15%).  We model all of Lipo-
cine’s assets to eventually be developed by partners. 
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WHAT’S NEW 
 
First Quarter 2022 Financial and Operational Results 
 
On May 9, 2022 Lipocine (NASDAQ: LPCN) filed its Form 10-Q and posted its earnings release for the quarter end-
ing March 31, 2022.   
 
Highlights for the first quarter 2022 and to-date include:  
 

 TLANDO US commercialization licensing agreement with Antares Pharma - October 2021 

 FDA grants Fast Track Designation to LPCN 1144 - November 2021 

 First patient dosed in Phase II, LPCN 1148 in liver cirrhosis - December 2021 

 Presentations at 2022 NASH-TAG Conference - January 2022 

 Publication of Phase III results for TLANDO - January 2022 

 Licensee Antares TLANDO NDA resubmission accepted - February 2022 

 Regulatory guidance on LPCN 1144 in non-cirrhotic NASH - March 2022 
 
Lipocine generated no revenues in the first quarter.  It reported net loss of ($3.5) million, or ($0.04) per diluted 
share.  
 
For the quarter ending March 31, 2022 and versus the same ending March 31, 2021:  
 

 Revenues were zero in both periods;   

 Research & Development expense totaled $1.9 million, up 19% from $1.6 million, driven by higher contract 
research organization (CRO) expenses for LPCN 1148, pharmacokinetic and food effect studies for LPCN 
1107 and 1154, greater manufacturing scale-up costs for LPCN 1111 and higher personnel expenses;  

 General & Administrative expenses were $1.2 million, falling 19% from $1.5 million primarily due to lower 
legal costs relating to the Clarus lawsuit, and lower personnel costs, partially offset by higher professional 
fees, consulting fees, proxy solicitation expenses and corporate insurance costs;   

 Total other net expense was ($0.4) million, compared to ($0.3) million, as increases in interest and invest-
ment income were more than offset by an increase in unrealized loss on the warrant liability; 

 Net loss was ($3.5) million or ($0.04) per share compared with net loss of ($3.4) million or ($0.04) per 
share, respectively.   

 
At quarter’s end, marketable securities, cash and equivalents totaled $42.0 million.  Cash burn for 1Q:22 was ($3.9) 
million, compared with ($4.1) million in 1Q:21.  During the three month period, Lipocine repaid $0.8 million of debt 
and received $0.2 million from option exercises for a net cash change vs. year end 2021 of ($2.8) million.   
 
First Patient Dosed in Phase II LPCN 1148 in Liver Cirrhosis 
 
On December 22, 2021, Lipocine announced that the first patient had been dosed in its Phase II, proof-of-concept 
study (NCT04874350), a multi-center, randomized, placebo-controlled 52-week study of oral (capsule) LPCN 1148 
administered twice per day in sarcopenic cirrhotic male patients that are on the liver transplant list.  Targeted en-
rollment will be approximately 60 subjects, randomized 1:1 into treatment and placebo arms.  Following the 24 week 
blinded study, the second phase of the trial will be a 28-week open-label extension.  The primary endpoint is 
change from baseline in Skeletal Muscle Index ("SMI") via computed tomography in LPCN 1148 treated subjects 
compared to placebo at week 24.  Key secondary endpoints include liver frailty index, change in waitlist events, my-
osteatosis, rate of hospital admissions, all-cause mortality, decompensation events, and rates of breakthrough he-
patic encephalopathy.  Primary endpoint topline results are expected in the second half of 2022.  With TLANDO ap-
proaching the developmental finish line, attention turns to LPCN 1144 and LPCN 1148, oral prodrugs of bioidentical 
testosterone in NASH and cirrhosis, respectively.  Decompensated liver cirrhosis is estimated to affect more than 
630,000 Americans, resulting in high rates of hospitalization and approximately 45,000 deaths every year.  The only 
cure, liver transplant, has a high economic burden (~$812,500/transplant).  LPCN 1148 could counter the sarcope-
nia observed in 40-70% of cirrhotic men that is associated with hepatic decompensation and hospitalization.  
 

 

https://www.sec.gov/ix?doc=/Archives/edgar/data/0001535955/000149315222012445/form10-q.htm
https://ir.lipocine.com/2022-05-09-Lipocine-Announces-Financial-Results-for-the-First-Quarter-Ended-March-31,-2022
https://ir.lipocine.com/2021-10-18-Lipocine-And-Antares-Pharma-Enter-Into-U-S-Licensing-Agreement-To-Commercialize-TLANDO-R
https://ir.lipocine.com/2021-11-04-Lipocine-Announces-FDA-Grants-Fast-Track-Designation-to-LPCN-1144-for-Treatment-of-Non-Cirrhotic-NASH
https://ir.lipocine.com/2022-01-05-Lipocine-to-Present-Clinical-Data-on-LPCN-1144-at-2022-NASH-TAG-Conference
https://onlinelibrary.wiley.com/doi/10.1111/andr.13153
https://ir.lipocine.com/2022-02-03-LIPOCINE-ANNOUNCES-ITS-PARTNER-RECEIVED-FDA-ACCEPTANCE-OF-NDA-RESUBMISSION-FOR-TLANDO-R
https://ir.lipocine.com/2022-03-01-Lipocine-Announces-Regulatory-Guidance-on-LPCN-1144-in-Non-cirrhotic-NASH
https://ir.lipocine.com/2021-12-22-LIPOCINE-ANNOUNCES-PATIENT-DOSED-IN-ITS-PHASE-2-STUDY-WITH-LPCN-1148-FOR-MANAGEMENT-OF-LIVER-CIRRHOSIS
https://clinicaltrials.gov/ct2/show/NCT04874350
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Publication of Phase 3 Study Results for TLANDO 
 
On January 27, 2022, Lipocine announced the publication of positive Phase III clinical data from its Dosing Valida-
tion (DV) study (NCT03242590), which evaluated fixed-dose TLANDO for the treatment of hypogonadism.  The 
multicenter, open-label, one-treatment DV study enrolled 95 participants and, as previously disclosed, met its prima-
ry endpoint.  The related paper is entitled, "A New Oral Testosterone (TLANDO) Treatment Regimen Without Dose 
Titration Requirement for Male Hypogonadism," is published in Andrology and can be found online here.  
 
TLANDO Licensing Agreement with Antares Pharma 
 
On October 18th of last year Lipocine announced that it had entered into a licensing agreement with Antares Phar-
ma.  The agreement is for commercialization of TLANDO in the US and includes the following terms: 
 

 Up to $21 million in licensing fees; 

o $11 million payable immediately; 

o $10 million in future payments subject to certain conditions; 

 Commercial sales payments based on milestones up to $160 million; 

 Tiered royalties on net sales from mid-teens up to 20%; 

 Antares responsible for all commercialization, post-marketing studies, and sourcing of TLANDO in US; 

 Also included is Antares option to license TLANDO XR; if exercised 

o Antares gains license to develop and commercialize TLANDO XR in the US; 

o Lipocine would receive $4 million in license fees; 

o Up to $35 million in clinical and regulatory milestone payments; 

o Tiered royalties on net sales from mid-teens to 20% 

o Antares responsible for all clinical development costs, regulatory filings, commercialization and 
post-marketing activities. 

 
On April 1, 2022, Lipocine and Antares amended the Tlando XR option agreement, extending it by three months to 
June 30, 2022 from the original March 31 date.  Tlando XR is the next generation of Tlando which allows for once 
daily dosing for the TRT therapy.  In return for the extension, Antares paid Lipocine $500,000 which will be credited 
towards the $4 million license fee required if Antares wishes to execute the license.   
 
Lipocine retains all rights to rest of world and non-testosterone replacement therapy indications for both TLANDO 
and TLANDO XR.  We update our model to reflect the terms of this arrangement and assume that Antares will ex-
ercise its option to advance TLANDO XR.   
 
LPCN 1144 for Treatment of Non-Cirrhotic NASH 
 
With the commercialization of TLANDO underway with Antares, LPCN 1144 moves into pole position at Lipocine.  
The company will shift its primary attention towards LPCN 1144 and an upcoming End of Phase II (EoP2) meeting 
with the FDA to determine trial design.  We anticipate that a clear path forward for LPCN 1144 will be provided to 
stakeholders later this year. 
 
Fast Track Designation 
In a November 4th press release, Lipocine shared its success in obtaining the FDA’s Fast Track Designation for 
LPCN 1144 for treatment of non-cirrhotic NASH.  The designation is requested by a sponsor company for drug can-
didates that treat serious conditions and fill an unmet medical need.  As no other NASH treatments have been ap-
proved and results from the LiFT trial were positive, the designation is welcome and not a surprise.  The status 
should help Lipocine more efficiently design the Phase III program with closer guidance by the regulatory agency.  It 
will also confer several benefits including more frequent interaction with the FDA, eligibility for accelerated approval, 
priority review and rolling review.  Rolling review will allow Lipocine to submit portions of its NDA as they become 
ready rather than waiting until the entire package is ready thereby speeding the review process. 

Regulatory Guidance on LPCN 1144 
On March 1, 2022, Lipocine provided an update on its Type C meeting with the FDA regarding LPCN 1144’s devel-
opment.  The FDA provided written response acknowledging that LPCN 1144’s NDA would be submitted via 
505(b)(2) regulatory pathway, that no additional nonclinical studies are needed to support the submission, and that 

https://ir.lipocine.com/2022-01-27-Lipocine-Announces-Peer-Reviewed-Publication-of-Phase-3-Study-Results-for-TLANDO-R
https://clinicaltrials.gov/ct2/show/NCT03242590
https://c212.net/c/link/?t=0&l=en&o=3425480-1&h=1580540185&u=https%3A%2F%2Fonlinelibrary.wiley.com%2Fdoi%2F10.1111%2Fandr.13153&a=here.
https://ir.lipocine.com/2021-10-18-Lipocine-And-Antares-Pharma-Enter-Into-U-S-Licensing-Agreement-To-Commercialize-TLANDO-R
https://www.antarespharma.com/
https://www.antarespharma.com/
https://ir.lipocine.com/2021-11-04-Lipocine-Announces-FDA-Grants-Fast-Track-Designation-to-LPCN-1144-for-Treatment-of-Non-Cirrhotic-NASH
https://www.fda.gov/patients/fast-track-breakthrough-therapy-accelerated-approval-priority-review/fast-track
https://ir.lipocine.com/2022-03-01-Lipocine-Announces-Regulatory-Guidance-on-LPCN-1144-in-Non-cirrhotic-NASH


 

 
 

Zacks Investment Research                                          Page 4                                                            scr.zacks.com 

Lipocine’s Phase II LiFT study’s multicomponent primary surrogate endpoint is acceptable for seeking approval un-
der accelerated approval.  The FDA recommended Lipocine either conduct a separate dose-ranging study prior to 
Phase III or evaluate multiple doses in the Phase III study and that the aforementioned multicomponent primary sur-
rogate endpoint is acceptable.  The FDA recommended Phase III study duration of 72 weeks.  The FDA also rec-
ommended that Lipocine submit an updated Phase III protocol and discuss details further in an EoP2 which is ex-
pected to take place in 3Q:22.  
 
Next Steps 
Now that selected 36-week biopsy data has been presented to stakeholders and with the Fast Track Designation in 
its back pocket, Lipocine’s next steps are to prepare a presentation for a scientific and medical conference and 
complete the extension study.  With feedback from its Type C meeting with the FDA, Lipocine is now charged with 
redesigning and submitting an updated Phase III protocol to the FDA, and scheduling an EoP2 meeting with the 
FDA.  In response to FDA guidance, Lipocine must decide whether it wishes to conduct a preliminary dose-ranging 
study, or to incorporate dose-ranging into the design of its Phase III trial.  Management has voiced its desire to seek 
a partner to advance LPCN 1144 into a registrational study.  
 

Exhibit I - Lipocine Pipeline1 

 
 
Clarus Settlement 
 
In mid-2021, Lipocine settled its claims related to the patent infringement litigation with Clarus for $4.0 million as 
described in our August 6, 2021 report.  $2.5 million was paid immediately, followed by a promised $1.0 million 
payment in July 2022 and $500,000 in July 2023.  On April 29, 2022, Lipocine modified the agreement in its favor 
by consenting to pay Clarus $1.25 million in May 2022, with no additional payments required thereafter.  This pro-
vides non-discounted savings of $250,000 over the original agreement and settles the financial aspect of this mat-
ter.  

                                                 
1 Lipocine Corporate Presentation January 2022 

https://s27.q4cdn.com/906368049/files/News/2021/Zacks_SCR_Research_08062021_LPCN_Vandermosten.pdf


 

 
 

Zacks Investment Research                                          Page 5                                                            scr.zacks.com 

Milestones 
 

 TLANDO 

o NDA filed for TLANDO - February 2020 

o Tentative approval of TLANDO - December 2020 

o TLANDO licensing agreement with Antares - October 2021  

o TLANDO full approval - March 28, 2022 

o First sales – late 2Q:22 

 LPCN 1144  

o Presentation of 36-week LiFT study, biopsy data to investors - August 2021 

o End of Phase II meeting with FDA - 2H:21 

o Grant of Fast Track Designation for LPCN 1144 - November 2021 

o Type C meeting results for LPCN 1144 - March 2022 

o LPCN 1144 End-of-Phase II meeting request - April 2022 

o Open Label Extension (OLE) topline results – May 2022 

o LPCN 1144 End-of-Phase II meeting - 3Q:22 

o Explore business development partnering – 2022/2023 

 LPCN 1148 

o IND clearance for Phase II study of LPCN 1148 - May 2020  

o Male cirrhosis trial first subject dosed for LPCN 1148 - 4Q:21 

o Enrollment completion - 3Q:22 

o Topline 24-week results - 1Q:23 

 LPCN 2101 IND in epilepsy - 2022 

 Topline announcement for PK study for LPCN 1154 - 4Q:21/1Q:22 

 Launch Phase IIa proof of concept Post-Partum Depression (PPD) trial - 4Q:21 
 
Summary 
 
Lipocine reported its 1Q:22 financial results, generating a net loss of ($3.5) million and -4c/share.  TLANDO re-
ceived full approval from the FDA, which allows partner Antares Pharma to begin commercializing the product.  
Sales of TLANDO are expected to start near the end of 2Q:22, which shifts back our revenue estimates by about a 
quarter resulting in a decline in target price.  In its filing, Lipocine outlines its corporate strategy which emphasizes 
the build of a diversified multi-asset pipeline, advancement of LPCN 1148 in end stage liver cirrhosis, support of its 
licensee in commercialization of TLANDO and develop further partnerships.   
 
With $42 million in cash and equivalents and anticipated 2022 cash burn around ($13) million, we see a long run-
way for Lipocine as they continue to develop their diversified portfolio of assets.  Growing revenues from TLANDO 
sales should reduce cash consumption in subsequent years. 
 
Lipocine has several upcoming milestones in the next few months including first sales of TLANDO by partner Antar-
es, topline results from the OLE study for LPCN 1144, an end of Phase II meeting for LPCN 1144, enrollment com-
pletion for the LPCN 1148 trial and an IND filing for LPCN 2101 in epilepsy among other items.  Recent milestones 
include Lipocine’s Phase II biopsy data for LPCN 1144, which yielded positive results and an update on its Type C 
meeting with the FDA regarding LPCN 1144’s development.  We modify our price target to $5.50 per share.

https://ir.lipocine.com/2022-03-01-Lipocine-Announces-Regulatory-Guidance-on-LPCN-1144-in-Non-cirrhotic-NASH
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      PROJECTED FINANCIALS 

  
Lipocine Inc. - Income Statement 

 

Lipocine Incorporated 2021 E Q1 A Q2 E Q3 E Q4 E 2022 E 2023 E 2024 E

Total Revenues ($MM) $16.1 $0.0 $0.3 $1.0 $1.3 $2.6 $10.7 $19.7 

R&D $7.7 $1.9 $2.4 $2.1 $2.6 $9.0 $10.0 $10.0 

G&A $5.3 $1.2 $1.4 $1.5 $1.8 $5.9 $6.0 $6.0 

Other expenses $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 

Operating Income $3.1 ($3.13) ($3.5) ($2.6) ($3.1) ($12.3) ($5.3) $3.7 
Operating  M arg in - - - -

Total Other Income ($3.8) ($0.4) ($0.1) ($0.1) ($0.1) ($0.7) ($0.5) ($0.5)

Pre-Tax Income ($0.6) ($3.5) ($3.6) ($2.7) ($3.3) ($13.1) ($5.8) $3.2 

Taxes & Other $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $2.0
Tax R ate 0% $0 .0  0% 0% 0% 0% 0% 62%

Net Income ($0.6) ($3.5) ($3.6) ($2.7) ($3.3) ($13.1) ($5.8) $1.2 

Reported EPS ($0.01) ($0.04) ($0.04) ($0.03) ($0.04) ($0.15) ($0.06) $0.01 
Y OY  Growth - - - -

Shares Outstanding 86.9 88.3 88.5 90.0 91.0 89.5 90.0 90.0
Source: Company Filing  / /  Zacks  Inves tment R esearch, Inc. Es timates                                                              
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     HISTORICAL STOCK PRICE  
 

Lipocine Inc. – Share Price Chart 
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