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RVL Pharmaceuticals commercializes Upneeq for the treatment of ac-
quired blepharoptosis, or low-lying eyelids. While its primary use is for a 
medical condition that limits vision, the benefits extend to the aesthetics 
market where it improves appearance, avoiding a sleepy look.   

Following successful pivotal trials measuring superior visual field deficits 
and upper eyelid elevation, RVL launched Upneeq in late 2020 to eye 
care professionals. Commercialization efforts later expanded to ophthal-
mology, optometry and oculoplastic specialties. RVL began pursuing the 
aesthetics market in early 2022 driving rapid growth off of a small base. 

RVL controls its own pharmacy which can either distribute directly or 
maintain virtual inventory allowing providers to buy product and dispense 
directly to patients. Future efforts may pursue digital marketing and online 
pharmacy to improve relationships with customers. 

Further growth may come from the Santen agreement for ex-US devel-
opment of Upneeq, especially in Asia. Several milestones have been paid 
and upon approval in designated territories royalties will be owed to RVL. 
Pivotal trials are underway and first sales may take place in 2025.   

52-Week High 2.99 
52-Week Low 0.98 
One-Year Return (%) -29.1 
Beta 1.2 
Average Daily Volume (sh) 185,778 
  
Shares Outstanding (mil) 99.2 
Market Capitalization ($mil) 143 
Short Interest Ratio (days) 2.2 
Institutional Ownership (%) 46.7 
Insider Ownership (%) 26.2 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) -79% 
    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 
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ZACKS ESTIMATES 
 

Revenue  
(In millions of USD) 

 Q1 Q2 Q3 Q4 Year 

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

2021 $0.9 A $11.5 A $2.2 A $2.9 A $17.5 A 

2022 $21.4 A $8.4 A $10.0 A $12.2 E $52.1 E 

2023     $73.6 E 

2024     $106.8 E 
 

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

2021 -$0.22 A -$0.35 A -$0.42 A -$0.24 A -$1.23 A 

2022 -$0.08 A -$0.14 A -$0.16 A -$0.16 E -$0.55 E 

2023     -$0.49 E 

2024     -$0.27 E 

      

 
  

 
  

 
 
 

We use an 18.0x multiple of 2027 earnings and 15.0 multiple of 
2027 EBITDA discounted to present using a 20% discount rate to 
generate our target price.  
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INITIATING COVERAGE 
 

You're just too good to be true 
Can't take my eyes off of you 
You'd be like Heaven to touch 
I wanna hold you so much 
At long last, love has arrived 
And I thank God I'm alive 
You're just too good to be true 
Can't take my eyes off of you 
 

-Can’t Take My Eyes off You, Frankie Valli 
 
 
We are initiating coverage of RVL Pharmaceuticals, plc (NASDAQ: RVLP) with a valuation of $3.60 per share.  
RVL’s lead and only marketed asset is Upneeq®, a product developed to treat acquired blepharoptosis, or low-lying 
eyelids.  Following approval for Upneeq in July 2020, RVL embarked on a structured commercialization effort for the 
product, initially targeting eye care, then later ophthalmology, optometry, and oculoplastic specialties.  In early 2022 
the company launched its expansion into the medical aesthetics market and has now begun to penetrate aligned 
practices.   
 
Upneeq is able to address acquired blepharoptosis otherwise known as ptosis, a condition where the eyelid does 
not fully raise.  RVL’s predecessor company conducted clinical trials to evaluate the safety and efficacy of RVL-
1201, later branded Upneeq.  The clinical studies demonstrated statistically significant improvement in visual field 
and in Marginal Reflex Distance (MRD) vs. baseline.  Safety was exceptional for Upneeq with a profile similar to ve-
hicle as evidenced in the three Phase III studies that were conducted.  The favorable performance supports long 
term use of the product with no expected negative drug-related side effects.   
 
In an effort to maintain control over its product, RVL has launched its own pharmacy which is able to distribute to 
providers and patients.  It is also able to hold virtual inventory and ship directly to patients prescribed the treatment 
in states where physicians are not allowed to sell directly.  Controlling its own pharmacy allows the company to 
maintain pricing discipline and gain greater efficiency by avoiding value bleed away from third-party distributors.   
 
We expect Upneeq to benefit from strong demand from the aesthetics market.  Our review finds that the global aes-
thetics market is upwards of $100 billion dollars per year in related sales and demand is growing at double digit per-
centages.  Regions in Asia and South America are rapidly expanding and building on a solid market in North Ameri-
ca.  Upneeq falls into a similar category of products and services that include brands such as Botox, Latisse, QWO 
and Sculptra that improve appearance, increase self-confidence and improve personal and professional interac-
tions.  Other drivers for growth in the segment include a greater number of effective products and substantial growth 
in aesthetics service providers.  Upneeq is complementary to other products in this category and is expected to 
grow much faster than the industry given the lack of similar treatments and low penetration rates. 
 
RVL Pharma is distinct from others in the aesthetics space in that it provides a product that raises the eyelids and is 
classified as a medicine rather than a procedure.  There is no direct competitor that performs a similar function; 
however, many complementary products exist including fillers and skin treatments.  Upneeq furnishes attractive 
margins for providers and easy access to prescriptions for patients, giving an incentive for practices to prescribe the 
product.  
 
RVL has begun commercialization of its product in the United States and has entered into a partnership with Japan-
based Santen Pharmaceutical for further development and commercialization.  Santen has rights in Asia, Europe, 
Middle East and Canada with the potential to develop other regions.  The partner is now running clinical trials with 
Upneeq in Japan and may be able to obtain regulatory approval and achieve first sales by 2025.  RVL has rights to 
royalties and milestones from future sales.   
 

 

https://www.youtube.com/watch?v=J36z7AnhvOM
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Key reasons to own RVL Pharmaceuticals shares: 

➢ Large potential aesthetics market to address low lying eyelids 

o ~60% of women self-identify as having some degree of the condition 

o Prevalence of acquired form reported at a rate between 5 to 14%  

➢ Holds rights to the only approved non-surgical treatment for ptosis 

➢ Able to leverage multiple marketing and educational channels 

o Social media 

o Traditional advertising direct to consumer (DTC) 

o Medical conferences and trade shows 

➢ Global market for Upneeq 

o Collaboration with Santen for Asia, EMEA and Canada 

o Clinical trials have begun in Asia 

➢ Owned Pharmacy 

o Storefront subscription model 

o Attractive for provider partners 

➢ Operates in cash-pay markets 

o Eliminates dependence upon and complexity of reimbursement  

o Avoids negotiations with insurers and government payors 

o Allows for low cost, direct distribution (Direct Dispense/Virtual Inventory) 

 
RVL Pharma is commercializing Upneeq as an aesthetic product in the United States and has further opportunity in 
the rest of the world through partner efforts.  In this report we provide a review of the medical aesthetics market and 
the opportunity that awaits an effective treatment for low lying eyelids.  We follow with an in-depth description of ac-
quired blepharoptosis (ptosis), including its prevalence, causes, symptoms, diagnosis and treatment.  Subsequent 
sections summarize the mechanism of action and supporting clinical trials for Upneeq as well as an appraisal of de-
velopment candidate arbaclofen.  The report explains the structure of the company’s pharmacy and distribution ap-
proach and upcoming initiatives in e-commerce.  Moving along, we review RVL’s patents and identify the general 
and specific risks faced by a biotech company and RVL in particular.  The research report scrutinizes the primary 
peers and competitors in the aesthetic medicine space and introduces key management figures.  Our closing sec-
tions provide an outline of important milestones, a summary of the most recent financial performance and opera-
tional history highlighting Upneeq’s path from approval to present day commercialization activities.  We wind down 
the report with our valuation.  It provides the assumptions behind our revenue and margin forecasts and our com-
bined multiple of earnings and multiple of earnings before interest, taxes, depreciation and amortization (EBITDA) 
model.  Based on this work we generate a valuation of $3.60 per share. 
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     Aesthetics Market 

 

The medical aesthetics market is distinct from the medical disease market in that the products and services can be 
categorized more as a want than a need.  The space largely focuses on procedures and techniques that improve 
the appearance of the skin and the face but can also include implants in and modifications of other parts of the 
body.  It includes a broad selection of procedures to address scars, excess hair, moles, skin spots, excess fat, wrin-
kles and other perceived imperfections.  Surgical treatments are also part of the portfolio of aesthetic services and 
can include a variety of cosmetic surgery types.  Other characteristics of the aesthetics market include its exclusion 
from insurance reimbursement and the use of cash pay for medicines and services.   
 
Services offered in the aesthetics market include both invasive and non-invasive procedures.  Breast augmentation, 
liposuction, nose reshaping, eyelid surgery,1 Botox injections2 and tummy tuck are a cross section of surgical pro-
cedures offered in the category.  Soft tissue fillers, chemical peel, laser hair removal, hair straightening, laser resur-
facing and microdermabrasion represent non-invasive offerings that are available.   
 
According to Grand View Research, the global aesthetic medicine market totaled $99.1 billion in 2021 and is ex-
pected to grow at 14.5% per annum until 2030.  The US market comprises just under a third of the global volume at 
$30.2 billion.  While the growth trend was reversed during the pandemic due to social distancing, business closures 
and loss of income, it has since vigorously rebounded.  There are many factors behind the segment’s expansion.  
Allergan highlights 10 drivers that it anticipates will propel the industry forward in coming years.  Other experts cite 
the growing middle class around the world, expanded emphasis on beauty, surge in male demand for beauty prod-
ucts and services, increased availability of products and growth of aesthetic services and spas among other factors.   
 
A McKinsey & Company report reviewing aesthetics injectables foresees 12 to 14 percent growth over the next 
several years3 driven by an expansion of available products and access to services that has recently occurred.  
North America and Europe are expected to generate the greatest dollar increases while the Asia-Pacific and Latin 
American regions should follow close behind with faster percentage growth.  The space appears to be less sensitive 
to economic declines compared to other discretionary purchases, with sales only declining 2.4% during the 2008 
recession compared to retail sales falling 3.6%.4  During the first year of the COVID pandemic, aesthetics sales fell 
a modest 7% but experienced a dramatic rebound of 52% in 20215 as pent-up demand emerged. 
 
The single largest market for aesthetic products is affluent women over 40 seeking facial treatments; however, de-
mand for products in the category is substantially more diverse.  The core age group is younger in China and de-
mand for aesthetics is expanding into new populations.  One of the bourgeoning demographics is men in North 
America and Europe.  These individuals comprised 10% of the neuromodulator market in 2018 and grew by half to 
15% of the market by 2021.  Men also increased their proportion of dermal filler and biostimulator use over the peri-
od.  Atypical consumer populations were also revealed in the report to include teenage girls receiving lip injections 
and other young individuals seeking to maintain their youth.   
 
The American Society for Aesthetic Plastic Surgery identified 35- to 50-year-olds as the demographic using the 
highest percentage of aesthetic nonsurgical procedures.  This group is very familiar with and constantly exposed to 
digital marketing, making social media a key element of an aesthetic product’s marketing strategy. 
 
From a geographical standpoint, emerging markets such as those in China represent large opportunities due to the 
relatively low penetration of aesthetic products and citizens’ increasing economic status.  Other areas in Latin Amer-
ica and the Middle East also represent growth markets, building off of a smaller base. 
 
Drivers 
Social media is an important conduit driving individuals to improve their appearance.  Platforms such as Instagram 
feed followers an endless stream of aesthetically compelling content creating an environment that has encouraged 
consumers to keep up with digital influencers.  Ubiquitous use of Zoom and other video platforms has also in-
creased the focus on how we look, especially our face.  Service providers and aesthetics offices are growing in 
number, providing additional availability of services, while new products and innovations are consistently added to 
their portfolios.  The availability of information on the internet to learn about aesthetic options is another important 

 
1 In 2020, eyelid surgery was the second most common cosmetic surgical procedure according to the 2020 Plastic Surgery Statistics Report. 
2 Some sources consider neurotoxin injections to be non-invasive. However, broader definitions consider any puncture of the skin to be invasive. 
3 From extreme to mainstream: The future of aesthetics injectables. McKinsey & Company, December 20, 2021. 
4 Thomas, L., Hirsch, L. 10 years after the financial crisis, Americans are still looking for a deal. September 18, 2018 
5 The Aesthetic Society. Aesthetic Plastic Surgery National Databank.  2020 and 2021 Statistics. 

 

https://news.abbvie.com/news/press-releases/allergan-aesthetics-publishes-the-future-aesthetics-global-trends-report.htm
https://www.plasticsurgery.org/documents/News/Statistics/2020/top-five-cosmetic-plastic-surgery-procedures-2020.pdf
https://www.mckinsey.com/industries/life-sciences/our-insights/from-extreme-to-mainstream-the-future-of-aesthetics-injectables
https://www.cnbc.com/2018/09/18/ten-years-after-the-financial-crisis-were-still-looking-for-a-deal.html
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element that is propelling demand.  Patients come into practices well-informed giving an advantage to those prod-
ucts that have been thoroughly vetted and have earned regulatory approval. 
 
While the McKinsey report largely focused on dermatological products, we see similar trends driving a solution in 
the ptosis market.  The consulting agency finds that the typical primary customers for aesthetics products are young 
to middle age high income earners.  Liposuction and breast augmentation are the most common surgical proce-
dures while neurotoxins and dermal fillers are the top ranking non-surgical procedures.  Each of these products and 
services would be enhanced and complemented by better looking eyes. 
 
Regulatory 
FDA requirements differ depending on the product and how it is used in the aesthetics market.  While some treat-
ments such as Upneeq require FDA approval as they are intended for therapeutic use, others may fall under less 
stringent regulation.  Aesthetic products that only improve appearance and do not affect the structure or function of 
the body may not require clinical trials or regulatory approval.  Cosmetics, moisturizers, shampoos and deodorants 
are not subject to FDA approval if they are safe and do not make any medical claims.  However, if a product is in-
tended to diagnose, cure, mitigate, treat or prevent disease, it is defined as a drug and is subject to FDA regulation.   
 
Benefits of Aesthetics 
The use medical aesthetics products and services is known to substantially improve quality of life, wellbeing, and 
social engagement through minimizing the effects of normal aging.  A youthful appearance can be a self-esteem 
booster and favorably affect emotions.  In many cases, aesthetic treatments also have health benefits and reduce 
irritation.  Fat removal can improve cardiovascular risks and removal of skin imperfections such as moles reduces 
the likelihood of skin cancer.  Raising eyelids can help improve vision and avoid lazy eye.  Medical aesthetics 
treatments may also make it easier and less time consuming to look appealing.6  
 

Importance of Eyes in Beauty Perception 
Eyes in particular are a focus of beauty.  Romans fa-
vored “large bright eyes” and in ancient Egyptian art, 
prominent open eyes were favored as evidenced by 
Tutankhamun’s mask and the statue of Selkihet and 
Isis.  Even in modern day, anime characters have ex-
aggerated eye size, highlighting the long tradition of 
beauty being associated with large open eyes.  Aca-
demic research speaks further on the subject and finds 
that “a crucial point for attractiveness is an open eye”7 
and that “the attractiveness of the human face increas-
es when the eyes are enlarged…”8 providing support for 
the aesthetic value of eyes that are more open.   

 
 
 

   
 

 
6 Source: Rama, under Wikimedia Creative Commons, statuette of a woman-E 11887. Department of Egyptian Antiquities of the Louvre. 
7 Prantl, L., et al. Female eye attractiveness e Where beauty meets science. Journal of Cranio-Maxillo-Facial Surgery. June 2018. 
8 Przylipiak, M., et al. Impact of face proportions on face attractiveness. Journal of Cosmetic Dermatology. April 2018. 

https://weepingredorger.wordpress.com/tag/tutankhamun/
https://weepingredorger.wordpress.com/tag/tutankhamun/
https://commons.wikimedia.org/wiki/File:Woman-E_11887-IMG_9547-black.jpg
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Indications  

 
RVL Pharma received FDA approval for its 0.1% oxymetazoline hydrochloride ophthalmic solution, RVL-1201 or 
Upneeq® in July 2020.  Approval was granted to treat acquired blepharoptosis in adults.  While the initial use of 
Upneeq centered on the medically diagnosed ptotic eye or droopy eyelids, the market expanded to establish a 
presence in the aesthetics sphere. 
 
Blepharoptosis 
 
Blepharoptosis9 (ptosis) is a common disorder of the upper eyelid characterized by unilateral or bilateral drooping of 
the upper eyelid.  The condition can impair visual range, affect appearance and negatively impact quality of life.  
There are multiple forms of ptosis including congenital ptosis and acquired ptosis, with the latter comprising the ma-
jority of cases.  If ptosis is not corrected in children, it can prevent normal vision development and cause amblyopia, 
or lazy eye.  The condition can also negatively affect appearance imparting a sleepy or asymmetric look.   
 
The eyelid is raised primarily by the activation of two muscles.  Lift is provided by the levator palpebrae superioris 
(levator), which receives input from the oculomotor nerve and inserts, via its aponeurosis, onto the anterior surface 
of the superior tarsal plate.  Remaining elevation is provided by the superior tarsal (Müller’s) muscle, which receives 
sympathetic innervation from the superior ganglionic chain and inserts onto the superior tarsal plate.  
 

Exhibit II – Anatomy of the Eye10 

 
 
In some cases, the eyelid muscles weaken and the eyelids may begin to sag.  This can block a person’s vision and 
force the individual to tilt their head back to compensate.  Some of those who suffer from the condition were born 
with it and others acquire it after birth.  Damaged nerves or muscles, aging, certain diseases and neurological dis-
orders can all be contributors.  Ptosis may be caused by an underlying neurogenic or myogenic condition.  Serious 
disorders that may contribute to ptosis include Horner’s syndrome, oculomotor nerve palsy, myasthenia gravis or 
chronic progressive external ophthalmoplegia (CPEO). 
 

 
9 blepharon- means eyelid and the -ptosis indicates that the upper eyelid is drooping over the eye. 
10 Source: Shutterstock Image 120865174 

 

https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/amblyopia-lazy-eye
https://www.shutterstock.com/image-vector/eye-conjunctiva-120865174
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Prevalence 
Ptosis affects individuals of all ages; however, prevalence increases with age due to changes in the upper eyelid re-
tractor muscles.11,12  Broadly speaking, ptosis affects from 5 to 15% of the general population.13  In children, preva-
lence is approximately 8 per 100,000.14  However, the condition increases with age and over 20% of those over 70 
are so afflicted.  While it occurs in only a small number of newborns, the condition can also be congenital where ba-
bies are born with damaged eyelid muscles and the levator muscle may have failed to develop properly.   
 
Prevalence of ptosis as reported by health care providers ranges from 40% to 60% as illustrated in an RVL-
sponsored survey.  The poll interviewed 140 specialists in aesthetic medicine, dermatology, oculoplasty, ophthal-
mology and optometry.   
 

Exhibit III – Proportion of Patients with Low Lying Eyelids (Mild to Severe)15 

 
 
Causes 
Several conditions can cause ptosis including congenital structural problems with the eyelid muscles, disorders of 
the eyelid muscles, such as mitochondrial myopathy or myotonic dystrophy, levator aponeurosis dysfunction, injury 
or nerve problems among others.  Nerve or muscular disorders that cause general muscle weakness such as myas-
thenia gravis16 or muscular dystrophy can also be a cause.  The condition can be inherited or can be the result of a 
health problem.  Use of opioid drugs such as morphine, oxycodone, heroin or hydrocodone can cause ptosis.  Sys-
tematic exposure to the anticonvulsant drug pregabalin is associated with mild ptosis.  A study found that there was 
no relationship between body mass index, smoking, alcohol use, hours of sleep or sun exposure with the condi-
tion.17  Other contributors include the use of contact lenses,18 thinning of the levator aponeurosis,19 ocular surgery,20 
stroke, brain tumor or nearby cancer.   
 
Symptoms 
The signs of ptosis are the visible sagging of one or both upper eyelids which can affect vision.  If the ptosis is se-
vere, it can block a person’s vision.  Other symptoms of the disorder include blurry vision from astigmatism, tilting 
back of the head and decreased ability to move the eye.  
 

 
11 Lim JM, Hou JH, Singa RM, Aakalu VK, Setabutr P. Relative incidence of blepharoptosis subtypes in an oculoplastics practice at a tertiary 
care center. Orbit. 2013;32:231–4. 
12 Thean JHJ, McNab AA. Blepharoptosis in RGP and PMMA hard contact lens wearers. Clin Exp Optom. 2004;87:11–14. 
13 Bacharach, J., Lee, W.W., Harrison, A.R. et al. A review of acquired blepharoptosis: prevalence, diagnosis, and current treatment options. Eye 
35, 2468–2481 (2021). https://doi.org/10.1038/s41433-021-01547-5 
14 Griepentrog, G., et al. Incidence and Demographics of Childhood Ptosis. Ophthalmology. 2011 Jun; 118(6): 1180–1183. Published online 2011 
Apr 15. 
15 Source:  RVL Pharma August 2022 Corporate Presentation 
16 Myasthenia gravis is a neuromuscular disorder that causes weakness in the skeletal muscles.  It occurs when communication between nerve 
cells and muscles becomes impaired. This impairment prevents crucial muscle contractions from occurring, causing muscle weakness. 
17 Satariano N, Brown MS, Zwiebel S, Guyuron B. Environmental factors that contribute to upper eyelid ptosis: a study of identical twins. Aesthet 
Surg J. 2015;35:235–41. 
18 Hwang K, Kim JH. The risk of blepharoptosis in contact lens wearers. J Craniofac Surg. 2015;26:e373–e374. 
19 Thean JHJ, McNab AA. Blepharoptosis in RGP and PMMA hard contact lens wearers. Clin Exp Optom. 2004;87:11–14. 
20 Wang Y, Lou L, Liu Z, Ye J. Incidence and risk of ptosis following ocular surgery: a systematic review and meta-analysis. Graefes Arch Clin 
Exp Ophthalmol. 2019;257:397–404. 



 

 
 

Zacks Investment Research                                          Page 8                                                            scr.zacks.com 

Diagnosis 
If ptosis is suspected, a physician will perform a physical exam and attempt to determine the cause and whether it is 
hereditary or acquired.  A test using edrophonium, a readily reversible acetylcholinesterase inhibitor, can be con-
ducted to determine if the cause is from myasthenia gravis.  After a few minutes, the effect of the drug will increase 
muscular strength thereby raising the eyelid.21  Phenylephrine testing may also be conducted.  This α-adrenergic 
agonist binds to α-receptors on vascular smooth muscle and induces its contraction and vasoconstriction.  The 
product may be used to test function of Müller’s muscle and to determine if internal ptosis repair is appropriate and 
if the contributing condition to ptosis is Horner’s syndrome.     
 
Part of the physician’s evaluation includes measurement of the degree of the eyelid droop to determine whether or 
not the condition is impairing vision.  The measurement is from the center of the pupil to the edge of the upper lid 
and is known as the marginal reflex distance.  Nerve damage is also checked, which requires the pupil to be exam-
ined for abnormalities 
 
If the diagnosis is acquired ptosis, the precise diagnosis can be divided into subcategories related to aponeurotic, 
mechanical, myogenic, neurogenic, or traumatic causes.  The most common forms of the condition are due to 
stretching, dehiscence or detachment of the levator muscle complex that is typically age related.  
 
Treatment 
Surgery has been the standard of treatment for blepharoptosis.  The procedure either tightens the levator muscle or 
removes excess eyelid tissue to allow the patient to gain sufficient visual field.  If the muscle that lifts the eyelid is 
weak, frontalis suspension surgery is appropriate.  If the muscle has some strength, a levator resection is generally 
employed.  There is some risk to surgery and it is generally not recommended if the eyelid is not impairing vision.   
 
When surgery does take place there may be unwanted side effects or outcomes.  Some of the near-term adverse 
events of eyelid surgery include bleeding, bruising and infection.  Longer term adverse events include scarring, eye-
lid crease abnormalities, over or under correction and eyelid symmetry.22  Additional difficulties can occur with re-
spect to symmetry when ptosis only affects one eye. 
 
Some pharmacological agents have shown the ability to raise eyelids including topical phenylephrine, apraclonidine, 
brimonidine, or naphazoline.  The benefits are only short term, however, and detrimental side effects preclude their 
use as treatment.  After administration of α1-selective phenylephrine, patients can experience clinically significant 
pupil dilation.  Improvement in upper eyelid elevation has been shown with naphazoline, a mixed α1/α2 agonist, but 
it produces tachyphylaxis with repeated daily dosing.  With the approval of Upneeq, a new non-surgical treatment is 
available for acquired ptosis that lacks these effects.  It does not work for certain types of ptosis, including ptosis 
due to injury or nerve problems.   
 
Excluding Upneeq, non-surgical approaches are limited.  Eye crutches and adhesives are mechanical solutions that 
may provide a temporary benefit.  Scleral contact lenses can also provide mechanical support.  Sympathomimetic 
agents including phenylephrine, apraclonidine, brimonidine, and naphazoline have shown the ability to activate Mül-
ler’s muscle.  Phenylephrine specifically is used when evaluating a patient for ptosis as it stimulates the eyelid mus-
cles, and raises the lid indicating whether the ptosis can be corrected using muscle-conjunctival resection.   
 
Prognosis 
If ptosis is not affecting vision, in most cases there is no medical need for surgical treatment.  However, the patient 
may want to improve their appearance.  When surgery is used, there is usually little pain from the procedure; how-
ever, the results may be uneven and further surgery may be required.  Some complications are associated with 
surgery but are rare.  With the introduction of Upneeq, there is a non-surgical approach available to address mild to 
moderate ptosis with limited negative side effects.   
 
 
 

 
21 The use of edrophonium was stopped in 2018 due to the high rate of false positive tests.   
22 Bacharach, J., Lee, W.W., Harrison, A.R. et al. A review of acquired blepharoptosis: prevalence, diagnosis, and current treatment options. Eye 
35, 2468–2481 (2021). https://doi.org/10.1038/s41433-021-01547-5.  

https://eyewiki.aao.org/Margin_to_Reflex_Distance_1,2,3
https://en.wikipedia.org/wiki/Tachyphylaxis
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     Pharmaceutical Assets 

 
Products and Pipeline 
 
Of the two assets in its portfolio, RVL Pharma is commercializing one and plans to divest, out-license or otherwise 
partner the other with a third party to monetize its net investment.  The commercialized asset, Upneeq, was initially 
approved by the FDA in July 2020 and has evolved from initially targeting the eye care market to serving the aes-
thetics market.  As part of the divestiture of its legacy business in 2021, RVL maintained the rights to arbaclofen ER 
tablets, a product that completed Phase III clinical trials for alleviation of signs and symptoms of spasticity resulting 
from multiple sclerosis.  RVL will not pursue approval for arbaclofen. 
 

Exhibit IV – Upneeq Packaging23 

 
 
Upneeq (oxymetazoline hydrochloride ophthalmic solution 0.1%/RVL-1201) 
 
Upneeq’s active ingredient is oxymetazoline 0.1%, a direct-acting α-adrenergic receptor agonist.  The drug targets 
and stimulates receptors in Müller’s muscle, located above and behind the eyelid forcing it to contract and raise the 
eyelid.  Five to fifteen minutes after application, the drug activates the muscle and the eyelid lifts into a higher posi-
tion.   
 

Exhibit V – Eyelid Musculature Detail24 

 

 
23 Source: Zacks Analyst Photograph of Upneeq packaging 
24 Source: RVL Pharma August 2022 Corporate Presentation 
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Mechanism of Action 
RVL-1201 targets α-adrenergic receptors which are expressed in Müller’s muscle.  The compound is a full α2 ago-
nist and a partial α1 agonist, with a ~5-fold greater affinity for α2.  Pharmacology studies suggest that receptor selec-
tivity may contribute to the favorable safety profile.25   After the drug binds to the α-adrenergic receptor, it causes 
Müller’s muscle to contract thereby raising the eyelid.  In most cases of acquired blepharoptosis, the muscle re-
mains functional and intact allowing this mechanism to work.  
 
RVL-1201 Clinical Trials  
RVL Pharma and its predecessor company ran four clinical trials measuring the safety and efficacy of RVL-1201 
ranging in length from 14 to 84 days.  One was a Phase I/II study enrolling 46 patients that was launched in 2013.  
Three Phase III trials to measure the efficacy and safety of RVL-1201 were subsequently performed enrolling 140 
(NCT02436759), 164 (NCT03565887) and 234 (NCT03536949) patients.  These trials were run over the 2015 to 
2019 period and conducted in the United States.  Inclusion criteria required subjects with a superior visual field defi-
cit and acquired ptosis.  Participants were randomized 2:1 to self-administer RVL-1201 or vehicle to each eye for 
the study period of either 42 or 84 days, depending on study design.  Individuals age 18 and older were permitted in 
the first Phase III and age nine and older in the second.26   
 
First Pivotal Trial (Study of the Safety and Efficacy of RVL-1201 in the Treatment of Acquired Blepharoptosis) 
RVL conducted a Phase III trial for RVL-1201 for the treatment of acquired blepharoptosis.  Its design applied 2:1 
randomization to a 140-patient, double masked, placebo-controlled study.  The analysis took place over 42 days for 
the two groups where the active group received one full drop of 0.1% oxymetazoline hydrochloride ophthalmic solu-
tion in each eye every morning.  Individuals in the vehicle group administered a drop of saline solution to each eye 
over the same period.   
 
The primary endpoint for the study was the change in baseline visual field using the Leicester Peripheral Field Test 
(LPFT).  Measurements were taken at hour six on day one27 and hour two on day 14.  Secondary endpoints meas-
ured marginal reflex distance (MDR) relative to baseline in the study eye.  The MRD was determined using a photo-
graph of the patient’s eye and lid. 
 
Results from the trial demonstrated efficacy with a day one, hour six mean improvement of 3.7 mm (p=0.0003) and 
day 14, hour two mean improvement of 4.4 mm (p<0.0001). 
 

Exhibit VI - RVL-1201 Phase III Clinical Trial Efficacy – LPFT Intent-to-Treat Population28 

 
 
No serious adverse events were reported during the trial and RVL-1201 was well-tolerated by patients.  Other ad-
verse events experienced by 1% to 5% of clinical trial subjects included punctate keratitis,29 conjunctival hyperemia, 
dry eye, blurred vision, instillation eye pain, eye irritation and headache.  Adverse reactions were similar between 
the Upneeq and placebo arms and most were mild and non-treatment-related 

 
25 Tachyphylaxis is common with prolonged use of α1-selective or mixed α1/α2 agents, and the mechanism of this phenomenon is thought to be 
a reduced α1-adrenergic receptor response. 
26 Only one patient 18 or younger was included in any trial and was assigned to the vehicle solution. 
27 This is six hours after the first administration. 
28 Source: RVL Pharmaceuticals 2021 10-K 
29 Superficial punctate keratitis is an eye disorder caused by death of small groups of cells on the surface of the cornea (the clear layer in front of 
the iris and pupil). The eyes become red, watery, and sensitive to light, and vision may decrease. 

https://clinicaltrials.gov/ct2/show/NCT01848041
https://clinicaltrials.gov/ct2/show/NCT02436759
https://clinicaltrials.gov/ct2/show/NCT03565887
https://clinicaltrials.gov/ct2/show/NCT03536949
https://clinicaltrials.gov/ct2/show/results/NCT02436759?view=results
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Second Pivotal Trial (Study of Safety and Efficacy of RVL-1201 in the Treatment of Blepharoptosis) 
The second Phase III trial was a six-week randomized, multicenter, double-masked, placebo-controlled study com-
paring RVL-1201 with placebo in order to evaluate its safety and efficacy for the treatment of acquired blepharopto-
sis.  The study randomized 164 patients and allocated 109 to the oxymetazoline group and 55 to vehicle. 
 
The primary endpoint was a measurement of the mean change from baseline of the number of points seen 
out of a total of 35 in the top four rows of the LPFT.30  Measurements were taken on hour six on day one and hour 
two on day fourteen following administration.  The secondary endpoint was a measurement of the distance between 
the center of the pupillary light reflex and the upper eyelid margin, or Marginal Reflex Distance31 (MRD)-1. 
 
Statistically significant results were achieved on both endpoints.  The mean change from baseline on the LPFT on 
hour six, day one was 6.3 for RVL-1201 versus 2.1 for vehicle (p < 0.0001) and on hour two, day fourteen was 7.7 
for RVL-1201 versus 2.4 for vehicle (p < 0.0001).  The results also demonstrated a statistically significant improve-
ment in MRD-1 at five and fifteen minutes, and two and six hours post dose on days one and fourteen (p < 0.0151). 

Phase III Safety Study32 (Study of Safety of RVL-1201 in Treatment of Blepharoptosis) 
A safety analysis was conducted using data generated in four randomized, double blind clinical trials evaluating dai-
ly oxymetazoline HCl ophthalmic solution, 0.1% in subject with acquired blepharoptosis.  568 participants were 
evaluated and 375 participants applied the product to both eyes once per day.  Treatment-emergent adverse event 
(TEAE) rates were almost uniformly mild to moderate and were not suspected of being related to the investigational 
drug.  Nine and two patients discontinued use of the product due to a TEAE for the active and placebo groups re-
spectively.  Events occurring in more than 2% of subjects including punctate keratitis, conjunctival hyperemia, dry 
eye, blurred vision, instillation site pain, and corneal vital dye staining, with none occurring in >3.5% of participants. 
 

Exhibit VII – Upneeq’s Impact on Ptosis33 

 
 

 
30 See slide 6 here for details on LPFT: RVL Program Update 
31 Margin reflex distance 1 or MRD1 is determined by the examiner and patient aligning at the same level. A light is directed at the patient’s eyes. 
The MRD1 is the measurement in millimeters from the light reflex on the patient’s cornea to the level of the center of the upper-eyelid margin, 
with the patient gazing in the primary position. MRD1 is used to indicate degree of ptosis or retraction. 
32 Wirta, D.L., et al. Safety of Once-Daily Oxymetazoline HCl Ophthalmic Solution, 0.1% in Patients with Acquired Blepharoptosis: Results from 
Four Randomized, Double-Masked Clinical Trials. Clin Ophthalmol. 2021; 15: 4035–4048. 
33 Source: RVL Pharma August 2022 Corporate Presentation 

https://clinicaltrials.gov/ct2/show/results/NCT03565887
https://clinicaltrials.gov/ct2/show/results/NCT03536949
https://ir.osmotica.com/static-files/ef1d6afc-d2f7-4031-ad74-6cbebda3debb
Margin%20reflex%20distance%201%20or%20MRD1%20is%20determined%20by%20the%20examiner%20and%20patient%20aligning%20at%20the%20same%20level.%20A%20light%20is%20directed%20at%20the%20patient’s%20eyes.%20The%20MRD1%20is%20the%20measurement%20in%20millimeters%20from%20the%20light%20reflex%20on%20the%20patient’s%20cornea%20to%20the%20level%20of%20the%20center%20of%20the%20upper-eyelid%20margin,%20with%20the%20patient%20gazing%20in%20the%20primary%20position.%20MRD1%20is%20used%20to%20indicate%20degree%20of%20ptosis%20or%20retraction.
Margin%20reflex%20distance%201%20or%20MRD1%20is%20determined%20by%20the%20examiner%20and%20patient%20aligning%20at%20the%20same%20level.%20A%20light%20is%20directed%20at%20the%20patient’s%20eyes.%20The%20MRD1%20is%20the%20measurement%20in%20millimeters%20from%20the%20light%20reflex%20on%20the%20patient’s%20cornea%20to%20the%20level%20of%20the%20center%20of%20the%20upper-eyelid%20margin,%20with%20the%20patient%20gazing%20in%20the%20primary%20position.%20MRD1%20is%20used%20to%20indicate%20degree%20of%20ptosis%20or%20retraction.
Margin%20reflex%20distance%201%20or%20MRD1%20is%20determined%20by%20the%20examiner%20and%20patient%20aligning%20at%20the%20same%20level.%20A%20light%20is%20directed%20at%20the%20patient’s%20eyes.%20The%20MRD1%20is%20the%20measurement%20in%20millimeters%20from%20the%20light%20reflex%20on%20the%20patient’s%20cornea%20to%20the%20level%20of%20the%20center%20of%20the%20upper-eyelid%20margin,%20with%20the%20patient%20gazing%20in%20the%20primary%20position.%20MRD1%20is%20used%20to%20indicate%20degree%20of%20ptosis%20or%20retraction.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8517985/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8517985/
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Arbaclofen  

RVL is developing arbaclofen tablets for the treatment of spasticity in multiple sclerosis (MS) patients.  The candi-
date has been granted an orphan designation by the FDA and maintains patent protection until 2036.   

Mechanism of Action 
Arbaclofen targets the γ-Aminobutyric acid (GABA) b receptor.  The molecule consists of two chiral configurations, 
the R (rectus)-isomer and S (sinister)-isomer with the R-isomer demonstrating 100x greater GABA b targeting com-
pared with the left oriented isomer.    
 
Clinical Trial History and Efficacy 
RVL conducted a Phase III clinical trial for arbaclofen in 2018. It was designed as a randomized, double-blind, pla-
cebo-controlled parallel group study to investigate the safety and efficacy of arbaclofen extended-release tablets for 
the treatment of spasticity in patients with multiple sclerosis.  RVL’s predecessor company, Osmotica Pharmaceuti-
cal, had originally submitted a new drug application (NDA) to the FDA in 2015 for this indication; however, the 
agency returned a complete response letter (CRL) to the sponsor in July 2016.  In mid-2020, a resubmission was 
made and prior to year-end, another CRL was issued citing insufficient justification for the statistical analysis of the 
change from baseline to Day 84 in TNmAS-MAL34 scores comparing arbaclofen 40 mg to placebo, one of the co-
primary endpoints.  Continued consultation with the FDA including a Type A meeting led to the development of a 
special protocol assessment (SPA) recognizing the need for an additional clinical trial.  However, the FDA did not 
agree with the proposed protocol.  RVL desires to re-engage with the FDA and following discussions, expects to re-
submit a revised protocol and statistical analysis plan to support the resubmission of a new SPA.  However, we do 
not expect RVL to advance arbaclofen forward without the support of a partner. 

 
34 Total Numeric-Transformed Modified Ashworth Scale of the Most Affected Limb (TNmAS-MAL) 

https://www.clinicaltrials.gov/ct2/show/NCT03290131
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     Distribution 
 

Upneeq Distribution Model 
 
Following FDA approval on July 9, 2020, Upneeq was launched the following September to a limited number of eye 
care professionals.  In 2021, commercialization efforts expanded to include ophthalmology, optometry and oculo-
plastic practices and in February 2022, the target audience was further enlarged to include the medical aesthetics 
market.   
 
RVL has recognized that the largest population with a desire to treat low-lying eyelids resides in the aesthetics mar-
ket.  The change in audience has directed the payment model towards cash and away from reimbursement by in-
surers and government payors.  The effect of this positioning has resulted in a lower price for Upneeq compared to 
what it would be if included under a medical umbrella with inclusion on private and government formularies.  Requir-
ing cash pay simplifies the payment and distribution structure, accelerates payment and allows RVL to control all 
aspects of moving product to practices and patients.  This structure further avoids exposure to payors that may 
mandate discounts in return for access to their systems.   
 
RVL offers an exclusively owned and operated pharmacy that is able to deliver to physician practices in states 
where it is permitted and act as a virtual pharmacy for physicians in states where providers are not allowed to di-
rectly distribute to patients.  The company is also working on a model that can deliver to patients directly in a sub-
scription model that will complement a loyalty program.  This approach is expected to strengthen the relationship 
between RVL and the patient allowing for incentives and other interactions that will support more consistent use. 
 
RVL’s pharmacy is licensed in every state but California, where a pharmacy partner is used.  Toward the end of 
2021, RVL launched the direct to practice purchasing program for eye care providers.  The pharmacy also provides 
virtual inventory in New York and Texas (which do not allow direct sale by providers) and for any other practice that 
desires virtual inventory.  Some states discourage direct sales by providers, such as Utah and Massachusetts and 
RVL offers the option of virtual inventory in these jurisdictions.  This allows providers to purchase a minimum of two 
cases of product which are held at the pharmacy and then prescribe as needed.  The pharmacy delivers Upneeq 
via mail carrier directly to the patient.  There is a future opportunity for direct to consumer (DTC) sales using tele-
medicine which can provide for life cycle management of the product.  
 
Pricing for Upneeq is tightly controlled, and all partners have agreed to sell at no less than the manufacturer’s sug-
gested retail price.  This requirement ensures that there is no race to the bottom on what is charged and that pro-
viders and practices are incentivized to maintain inventory.  This allows eye care professionals to buy in bulk from 
RVL Pharmacy and dispense to patients with an attractive margin for the practice.   
 
Pricing is strictly maintained in all channels with retail purchases at $150 for a 30-count supply and $425 for a 90-
count supply.  RVL distributes to providers at half the retail price providing an attractive margin for providers that are 
willing to stock up on inventory.   
 
RVL has sold to 3,800 purchasing locations as of the end of October 2022, 1,110 of which have reordered.  It esti-
mates that there could be from 30,000 to 40,000 purchasing locations around the United States depending on how 
broadly the complementary product set is defined.  Based on this range estimate, RVL is approximately 10% pene-
trated into target markets. 
 
RVL announced an e-commerce platform that will enable a subscription model for use by aesthetic practices and 
patients.  It will connect the pharmacy into all of the direct accounts and is expect to be launched in 1Q:23.  It will of-
fer a tailored subscription plan that will strengthen customer relationships by providing rebates for long-term users 
and drive reorders.  Other complementary products such as those in the skin care category may be offered on the 
platform in the future.  Access to telemedicine and virtual appointments are other possible refinements which will 
enable a patient to meet with a doctor and receive a prescription from home.   
 
In the pursuit of the 30,000 to 40,000 potential purchasing locations that exist in the Unites States, RVL has a na-
tional sales force in place that consists of about 15 management level sales personnel and 75 sales representa-
tives.  The sales team has almost fully penetrated the US-footprint and is expected to be sufficient to support sales 
goals over the next few years.  Material additional sales capacity remains with the existing team.   
 

 

https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2020/212520Orig1s000ltr.pdf
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     Intellectual Property 

 
As of the end of 2021, RVL Pharmaceuticals held a portfolio of 24 US patents and 14 patents outside the United 
States, the last of which expires in 2039.  12 patents are pending issuance and approval.  The intellectual property 
was either owned or sublicensed from patent holders.  Upon approval in 2020, Upneeq was granted three years of 
data exclusivity from the FDA which expires on July 8, 2023.  The patent portfolio protecting Upneeq consists of 
both issued method of use patents expiring in 2031 and formulation patents expiring in 2039.  Internationally, Up-
neeq has intellectual property protection granted or pending in most major markets in North and South America, 
Asia and Europe. 
 
Upneeq holds eight patents that are listed in the FDA’s Orange Book.  Three of the patents expire on August 26, 
2031 and five expire on December 16, 2039.   
 
The license for Upneeq is held by VOOM Patent Estates and the licensing agreement provides worldwide rights to 
RVL for therapeutic and diagnostic uses related to eye care in humans.  A high single digit royalty is owed on reve-
nues to the patent holder.   
 
While we do not attach any value to arbaclofen, and do not expect RVL to develop it any further, the company does 
hold the patent related to the dosage and pharmacokinetics for the asset.  Arbaclofen maintains protection until 
2036 and has been granted an orphan designation, which provides seven years of exclusivity following approval.   
 
Below we summarize the key patents that support RVL Pharma’s assets.  These include multiple patents titled 
“Compositions and methods for treating ocular disorders” and several others entitled “Oxymetazoline compositions.”  
The first category addresses compositions comprising oxymetazoline and methods of treating various eye disorders 
related to drooping eyelids, such as ptosis.  The latter two address compositions comprising oxymetazoline and 
methods of stabilizing oxymetazoline compositions for long term storage. 
 

Exhibit VIII – Selection of RVL Pharma Patents35 

Title Product Patent # Expiry Filed Assignee 

Compositions and methods for treating ocular disorders Upneeq 10,799,481 12/16/39 12/16/19 RVL 

Oxymetazoline compositions Upneeq 10,814,001 12/16/39 12/16/16 RVL 

Oxymetazoline compositions Upneeq 10,898,573 12/16/39 10/7/20 RVL 

Compositions and methods for non-surgical treatment of ptosis Upneeq 8,357,714 8/26/31 10/11/11 VOOM 

Compositions and methods for non-surgical treatment of ptosis Upneeq 9,867,808 8/26/31 10/11/11 VOOM 

Compositions and methods for non-surgical treatment of ptosis Upneeq 10,912,765 8/26/31 9/20/19 VOOM 

Compositions and methods for treating ocular disorders Upneeq 10,940,138 12/16/39 10/5/20 RVL 

Oxymetazoline compositions Upneeq 11,103,482 12/16/39 1/21/21 RVL 

Oxymetazoline compositions Upneeq 11,311,515 12/16/39 8/30/21 RVL 

Compositions and methods for treating ocular disorders Upneeq 11,324,722 12/16/39 3/8/21 RVL 

Controlled release dosage form Arbaclofen Various 2036 Various Osmotica 

Controlled release dosage form with enhanced pharmacokinetics Arbaclofen Various 2036 Various Osmotica 

 
35 Source: Analyst compiled from RVL Pharma public filings and public information from online patent resources 
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     Risks 
 

All investments contain an element of risk which reflects the uncertainty of a business and what it will ultimately 
achieve.  Some investments exhibit higher predictability, with existing cash flows and established sales.  These en-
terprises will have a lower level of perceived risk while other companies that are developing an undefined, new 
technology have a much higher level of perceived risk.   

The biotechnology space includes companies at both ends of the spectrum, from mega-cap pharmaceutical power-
houses that have multiple products generating revenues, to small operations with a handful of employees conduct-
ing pre-clinical studies.  Many of the risks faced by the large pharmaceutical companies and smaller biotechnology-
focused firms are similar; however, there are some hazards that are particular to smaller companies that have not 
yet established themselves or their products.  The typical risks faced by those operating in the biotechnology space 
include risks related to liquidity, financing & trading, clinical trials, manufacturing, partnerships, regulatory, person-
nel, intellectual property, commercialization and geopolitics.   

Liquidity, Financing & Trading 

Securing funding frequently depends upon a company’s position in the economic cycle.  During periods of improv-
ing confidence, capital may be easy to obtain; however, during a liquidity crisis or a period of heightened risk per-
ception, even companies with bright prospects may be in trouble if they are dependent on the financial markets to 
fund their work.  Early-stage biotech firms rely primarily on equity issuance to finance their operations.  The duration 
of early commercialization efforts can be considerable, requiring substantial capital and personnel to execute.  Mon-
ies may be procured through debt or equity issuances; however, these sources may reduce the flexibility of the 
company and can create difficulties if debt is unable to be repaid. 

If capital is required to sustain operations and it is not readily available, a company may be forced to suspend ag-
gressive commercialization efforts, sell equity at a substantial discount to previous valuations and dilute earlier 
shareholders.  A lack of currency may leave potentially promising products without a viable route forward or force a 
company to accept onerous terms.   

Trading volumes are lower for smaller biotech firms, creating liquidity risk for the investor and large transactions 
may have a material impact on share price.  In periods of crisis or heightened risk perception, share price may be 
volatile.  Companies with smaller capitalizations are typically considered riskier and changes in sentiment may ad-
versely affect their trading prices and volumes.  Smaller firms may also have less visibility, compete for investor dol-
lars in a shallow market and be excluded from market indices.  

RVL Pharma has endured operational losses since becoming public and expects to continue to do so into the near 
future.  The company may fail to monetize its commercialization programs and may never become profitable.  RVL 
has raised almost $150 million in debt and equity issuances in 2020 and 2021 which, due to minimum required cash 
balances, is not sufficient to support operations for the next 12 months without further financing.  The funds will 
support marketing and commercialization activities; however, additional capital may be required before RVL can 
generate positive free cash flow.  There is no guarantee that capital markets will support further raises after the cur-
rent balance is consumed.  RVL carries $75 million in floating notes with Athyrium Capital Management.  Maturities 
of the notes begin in March 2024 and extend through October 2026 with the interest rate capped at 12%.   

Development Risk 

For smaller early-stage companies, investing in drug development is a lengthy process.  The timeframe for conduct-
ing pre-clinical research to eventually commercializing a drug can take from 12 to 15 years or longer given market 
and company-specific conditions.  And with, on average, only one in one thousand compounds eventually making it 
to the market from the preclinical stage, the risks are substantial. 
 
RVL Pharma holds arbaclofen, a development stage asset that has undergone studies for the treatment of spastici-
ty in multiple sclerosis (MS) patients.  The candidate completed Phase III trials and was submitted to the FDA in an 
NDA.  However, a complete response letter (CRL) was issued and RVL Pharma is now in process of developing a 
special protocol assessment (SPA) with the FDA so that it can advance forward.  Management does not intend to 
develop arbaclofen further and will attempt to partner or sell the asset.  RVL’s partner Santen is developing Upneeq 
outside of the US and has started a Phase III trial in Japan and expects to commence additional pivotal trials in oth-
er licensed territories.  There is no guarantee that Santen will generate data supportive of approval or be granted 
approval in the countries where it has been granted a license.  
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Manufacturing 
 
Medical product companies can either manufacture medicines in house or rely on third parties.  While there are 
many benefits to owning manufacturing facilities and exercising direct control, in most cases small and medium size 
pharmaceutical and biotechnology companies work with partners through supply agreements to produce their prod-
ucts.  Working with a partner confers a number of benefits including economies of scale, a management team dedi-
cated to compliance with regulatory requirements and the flexibility of engaging other manufacturers based on 
changing circumstances.  The use of a partner also limits the capital burden of a single product company and more 
closely aligns volume, costs and their respective timing.  While there are a number of flexibility benefits to outsourc-
ing manufacturing, a sponsor can also be exposed to risks.  Partner manufacturers may not prioritize client projects 
and may run afoul of regulatory requirements.  The manufacturer may experience quality control or volume con-
straints that could disrupt client demand.  Take or pay contracts could force the client to accept more product than 
can be sold in a reasonable time, negatively impacting cash flow and producing excessive inventory which could 
expire before sale.  RVL Pharma has engaged Nephron Pharmaceuticals Corporation in a long-term supply agree-
ment to produce Upneeq.  It includes an initial five-year term followed by one-year renewal periods.  Subsequent 
one-year renewals can be terminated with 90 days’ notice.  South Carolina-based Nephron provides its blow-fill-seal 
manufacturing facility in support of Upneeq manufacturing and is one of the largest US-based 503B facilities.   
 
Partnerships 
 
Many smaller pharmaceutical and biotechnology companies lack the financial depth and capital availability to com-
mercialize a product globally.  While a US-based company may have advantages to successfully commercialize in 
the United States, engaging in this activity on a global basis is more difficult, especially in jurisdictions where regula-
tion, culture and language are substantially different than what is common domestically.  While working with a part-
ner reduces the effort and funds required to commercialize globally and can provide an in-place sales team with ac-
tive relationships, it reduces the amount of control that the license holder can exercise over the process.  Partners 
may change priorities or fail to invest properly to develop the sublicensed product, resulting in lower sales than ex-
pected.  Partners may also suffer financial setbacks which prevent them from properly commercializing or meeting 
milestone obligations.   
 
RVL signed an agreement with Santen Pharmaceutical Co. Ltd. granting the partner exclusive development, regis-
tration, and commercialization rights to Upneeq in Japan, China, and other Asian countries as well as Europe, the 
Middle East and Africa countries.  RVL entered into the agreement in July 2020 and has so far received $10 million 
in an upfront payment and $15 million in a milestone payment.  It is eligible for additional amounts based on regula-
tory and sales hurdles in Santen’s territories.  We do not expect material returns from Santen in the near term. 
 
Regulatory 
 
Regulatory risk centers on clinical trial requirements, marketing approval of the candidate, expedited pathways and 
associated oversight.  Regulations extend to post-marketing surveillance and pricing dynamics.  Furthermore, 
pharmaceutical and biotechnology firms typically have a presence globally and must navigate the regulatory ap-
proval process, clinical trial requirements and marketing regulations in the jurisdiction where they seek to commer-
cialize.  Substantial expense is undertaken to bring a molecule or compound through clinical trials and address all of 
the regulatory agencies’ concerns.  Companies that have a long history of research success in drug development, 
with opinion leaders and experts advocating for the product in the field will have an advantage.  Previous success 
with the FDA or other regulatory agencies is another attractive feature.  RVL has obtained approval for Upneeq in 
the United States and partner Santen is in the process of seeking approval in other jurisdictions around the world.  
Santen now has started a Phase III trial in Japan and plans to launch another Phase III in China next year. 
 
Personnel 
 
Biotechnology startups rely on the expertise and leadership of management to make decisions and investments on 
their behalf.  Competition for talented and experienced management is intense and matching the optimal skill set 
with the right company is difficult.  Change in management can be disruptive if leaders or scientists are lured away 
by other firms.  The CFO of RVL resigned earlier this year for personal reasons and Michael DePetris has taken 
over as the interim leader in finance.  Additionally, early-stage biotech companies are often virtual and have a small 
team.  This can put them at a disadvantage when compared to larger firms, with full-time specialized personnel.  A 
smaller company with much of the upside tied to stock price may deter skilled executives and employees from join-
ing the firm. 

https://www.fda.gov/media/97359/download
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Intellectual Property 
 
Despite the existence of patents and trade secrets, the loss of intellectual property is a risk.  Upneeq is protected by 
a series of US and global patents for methods of predicting drug responsiveness for a number of compounds and 
indications.  While Upneeq’s underlying active pharmaceutical ingredient (API), oxymetazoline, does not have pa-
tent protection, the drug’s use for ptosis and composition are protected.  Furthermore, the composition of matter pa-
tents for Upneeq are sublicensed from VOOM and a high single digit royalty is owed to this entity.  While the pa-
tents provide substantial assurance, competition may arise from unexpected sources, especially from larger firms 
with more resources. 
 
Market Risk 
 
Successful marketing of approved drug candidates relies on adoption by patients and providers.  An approved drug 
must have convincing clinical trial data and maintain a favorable reputation amongst prescribers.  Marketing is ex-
pensive and requires an experienced sales force and a presence in the marketing area.  Marketed products remain 
under surveillance and any unexpected adverse effects may lead to regulatory authorities revoking marketing au-
thorization.  Inclusion of a commercialized drug in insurance plan offerings is also important.  Rapidly obtaining a 
preferred position on health plans and payor formularies is critical to achieving target penetration rates.  If health 
plans and payors cannot agree on appropriate pricing for the drug and the compound fails to offer a significant ben-
efit above standard of care, sales may be limited. 
 
While Upneeq is approved for acquired blepharoptosis, its primary customer uses the product for cosmetic reasons 
and RVL has not pursued inclusion on formularies.  This position presents substantially different market dynamics 
as compared to pharmaceutical products that are prescribed for approved health conditions.  In this environment, 
cash pay dominates and presence on insurance and government formularies is less important.  While cash pay for 
cosmetic-based medicines offers more favorable timing of cash flows and fewer intermediaries, revenues and us-
age may be more elastic than what is expected for products prescribed for health conditions.  
 
RVL’s only approved asset is in the early stages of commercialization.  The sales team is at a critical juncture that 
requires their efforts to generate acceptance and buy in from aesthetic practices and other partners that offer and 
may potentially offer Upneeq.   RVL must develop a relationship with numerous practices and provide convincing 
safety and efficacy data as well as a compelling economic argument for Upneeq.  With respect to consumers, the 
company must make a durable case for the product’s aesthetic value.  RVL’s strategy also includes international 
commercialization, which will be conducted by partner Santen.  Product marketing falls under different regulations in 
countries outside of the Unites States which may cause delays and additional hurdles relative to what is expected 
domestically.   

Geopolitical  
 
Trade tensions between China and western countries put the world economy at risk, contributing to an environment 
which has deteriorated further on account of the pandemic and the war between Russia and Ukraine.  There has 
been a cross-pollination of capital and drug development between China and the United States which may slow as 
a result of the trade and political dispute between the countries and COVID-related lock downs in China.  This con-
flict may reduce the availability of capital, partnerships and future development and commercialization deals be-
tween companies in the two nations.  The UK withdrew from the European Union on January 31, 2020.  Previously, 
a drug approved under the centralized procedure in the European Union would be approved in all member states.  
However, with the withdrawal of the UK additional efforts and expense may be required to obtain marketing approv-
al in this top five European market.  The war advanced by Russia against Ukraine has led to disruptions in clinical 
trials in these countries.  Sanctions have also been placed on Russia and many of its economic interests which may 
lead to shortages of certain products and prevent commercialization in the region.  Refugees fleeing the war in 
Ukraine may also impact nearby countries and their productivity.  RVL Pharma has granted an option for Upneeq 
development in Russia to Santen which may not be exercised if conflict in the region persists.   
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Peers and Competitors 
 
RVL Pharma participates in the aesthetics market in its own unique niche.  Its ptosis product does not have any di-
rect competitors and is expected to benefit from a rising tide globally for increased use of aesthetic products.  Peers 
in the space may be considered complementary to the action of Upneeq.  Patients that seek to improve the appear-
ance of their skin and body are likely to also prefer more attractive eyes.   

There is a broad range of companies that participate in aesthetics.  An expansive offering of wrinkle treatments 
dominated by botulinum toxin type A includes such brands as Botox, Jeuveau and Dysport and comprises about a 
third of non-surgical offerings.  Dermal fillers are another popular treatment including brands such as Juvederm, 
Restylane and RHA Collection which also make up around a third.  Laser treatment for skin resurfacing or hair re-
moval is another dominant area and include products from Lumenis, Cynosure and Fotona among others.  A princi-
pal player in aesthetic dermatology is Switzerland-based Galderma which dispenses treatments for indications as 
diverse as acne, collagen production, rosacea and others.  Another core member of the aesthetics space is Aller-
gan, which was acquired by AbbVie in 2020.  Allergan offers a broad portfolio of brands including the previously 
mentioned Botox and Juvederm as well as others including Skinmedica, Coolsculpting (for fat removal) and 
Natrelle.  Breast implants are another pivotal category in the aesthetics space, which includes the aforementioned 
Natrelle, Johnson & Johnson’s subsidiary Mentor with its MemoryShape and MemoryGel products and Sientra.   

In the eyelid treatment space, surgery is the most common approach to address abnormalities.  For ptosis specifi-
cally, Upneeq has the market to itself.  Solta Medical offers a treatment branded Thermage for eyelid skin tighten-
ing, but it does not provide lift.  In the pharmaceutical space, there are several direct-acting α1- & α2-adrenergic re-
ceptor agonists that can impact the eyelid muscles such as phenylephrine; however, none have Upneeq’s attractive 
safety and efficacy profile and are not approved for ptosis.   

RVL has announced a strategic partnership with Revision Skincare, which offers a selection of professional skin-
care brands including D·E·J Eye Cream, Revox Line Relaxer and BodiFirm.  The arrangement will help RVL access 
Revision’s national accounts and in turn help Revision penetrate practices where RVL has a presence. 

Other peers and competitors include private companies Medy-Tox, Sinclair Pharma, Revance Therapeutics and 
Beauty Health that offer a variety of skin and filler products.  The aesthetics space is distinct in that it encompasses 
a broad variety of treatments that have the common characteristic of enhancing beauty.  

Exhibit IX – Public and Private Peers36 

Ticker Company Price MktCap (MM) EV (MM) Therapeutic Area 

JNJ Johnson & Johnson $169.25  $442,501  $436,025  Silicone breast implants, skincare 

ABBV Allergan $150.16  $265,555  $314,075  Botox/Kybella/Juvederm/Natrelle/Cooltone/Coolsculpting 

RVNC Revance Tx $22.49  $1,850  $1,851  Daxxify: Botox for frown lines, RHA Collection 

SKIN Beauty Health $9.91  $1,495  $1,544  Skin treatments, HydraFacial 

CUTR Cutera $44.49  $873  $922  Laser and energy-based aesthetics systems 

EOLS Evolus $7.47  $420  $426  Jeuveau: Botox for severe glabellar lines 

ANIK Anika Tx $31.07  $454  $366  Regenerative medicine & hyaluronic acid 

SIEN Sientra $0.25  $17  $55  Breast implants & reconstruction, scar management 

86900 Medy-Tox ₩124,700 ₩678,834   Botox, hyaluronic acid filler 

ELN.MI EL.En       Medical laser systems 

pvt Alma Laser       Laser, RF & ultrasound solutions for aesthetics/surgical 

pvt Candela        Laser, microneedling, IR/RF ablation skin treatment 

pvt Cynosure       Light-based aesthetic & medical treatment systems 

pvt Fotona       Lasers for medical, dental & aesthetic applications 

pvt Galderma       Medical and consumer skin health solutions 

pvt Lumenis       Laser equipment for skin & hair treatment  

pvt Merz Aesthetics       Injectables, medical devices & skincare 

pvt Revision Skincare       Offers a complete line of professional skincare products 

pvt Sinclair Pharma       Fillers, injectables, hyaluronic acid, thread lifts 

pvt Solta Medical       Skin tightening, resurfacing, eyelid treatment 

RVLP RVL Pharma $1.44  $142.78  $138.95  Upneeq for low lying eyelids 

 
36 Updated as of November 11, 2022 
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     Management Profiles 
 

Brian Markison, Chief Executive Officer 
 
Brian Markison became a director, Chief Executive Officer and Chairman of RVL’s board of directors in 2016.  Mr. 
Markison has been a healthcare industry advisor to Avista Capital Partners since September 2012 and has more 
than 35 years of operational, marketing, commercial development and sales experience with international pharma-
ceutical companies.  From July 2011 to July 2012, Mr. Markison served as the President and Chief Executive Of-
ficer and member of the board of directors of Fougera Pharmaceuticals Inc., a specialty pharmaceutical company in 
dermatology that was sold to Sandoz Ltd., the generics division of Novartis AG.  Before leading Fougera, he was 
Chairman and Chief Executive Officer of King Pharmaceuticals, Inc., which he joined as Chief Operating Officer in 
March 2004.  Mr. Markison was promoted to President and Chief Executive Officer later that year and elected 
Chairman in 2007.  Prior to joining King Pharmaceuticals, Inc., Mr. Markison held various senior leadership posi-
tions at Bristol-Myers Squibb Company, including President of Oncology, Virology and Oncology Therapeutics Net-
work; President of Neuroscience, Infectious Disease and Dermatology; and Senior Vice President, Operational Ex-
cellence and Productivity.  Mr. Markison currently serves as Chairman of the board of Lantheus Holdings, Inc. and 
is on the board of directors of Cosette Pharmaceuticals, Inc.  He is also a Director of the College of New Jersey.  
Mr. Markison received a B.S. degree from Iona College.  Mr. Markson’s qualifications to serve on the RVL Pharma 
board of directors include his strong commercial and operational management background and extensive experi-
ence in the pharmaceutical industry. 
 
Michael J. DePetris, Interim Chief Financial Officer 
 
Mr. DePetris began working for RVL as a consultant in early 2022 and assumed the role of interim Chief Financial 
Officer following the departure of the previous CFO.  Before beginning his role at RVL Pharmaceuticals, he was a 
consultant and provided accounting, compliance and investor relations support to Vertex (VERX) and Univar 
(UNVR).  From 2007 to 2019, Mr. DePetris worked as controller and internal auditor for Avantor, a global manufac-
turer and distributor.  Prior to this role, he held multiple roles at KPMG in Philadelphia, PA including as manager and 
auditor preparing SEC filings for a variety of clients.  Mr. DePetris holds a B.S. in Accounting from Saint Joseph’s 
University and is an active holder of the CPA license in Pennsylvania.   
 
James Schaub, Chief Operating Officer 
 
Mr. Schaub has held his role as Chief Operating Officer since 2016.  Prior to that he served as Chief Operating Of-
ficer, Trigen Laboratories beginning in December 2013.  Mr. Schaub previously served as Vice President, M&A of 
Fougera Pharmaceuticals, Inc. from August 2011 to September 2012.  Prior to that, Mr. Schaub spent five years 
with King Pharmaceuticals, Inc., where he held several commercial roles of increasing responsibility.  He joined 
RVL Pharmaceuticals in December 2013.  Mr. Schaub holds a B.A. in Economics from Middlebury College and an 
M.B.A. from Rutgers Business School.  
 
Christopher Klein, General Counsel and Secretary 
 
Mr. Klein has been RVL Pharmaceutical’s General Counsel and Secretary since December 2013.  Mr. Klein previ-
ously served as the General Counsel of Fougera Pharmaceuticals Inc. from August 2011 to September 2012.  Prior 
to this role, Mr. Klein spent six years with King Pharmaceuticals, Inc. where he held the position of Deputy General 
Counsel prior to Pfizer, Inc’s acquisition of the company.  Before his role at King, Mr. Klein spent six years in senior 
legal roles with Bristol-Myers Squibb Company.  Mr. Klein holds a B.A. in Biology from Adelphi University, an M.A. 
in Education from Columbia University and a J.D. from Fordham University. 
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     Operational Milestones 
 

Recent Milestones 
 
RVL Pharma has traversed varied types of terrain over the last several years, completing multiple Phase III trials 
and receiving FDA approval for Upneeq, signing license agreements with Santen and selling legacy businesses to 
Alora Pharmaceuticals.  Other activities include changing the corporate moniker to RVL Pharmaceuticals from Os-
motica Pharmaceuticals and initiating commercialization of Upneeq throughout the eye treatment ecosystem.   
 
2021 was a busy year for the company as it shifted from offering diversified medical products to one focused on oc-
ular aesthetics.  RVL raised a substantial amount of cash to pay down legacy debt and provide capital for its multi-
pronged effort to commercialize Upneeq.  The effort began with a launch of Upneeq to eye care physicians and the 
establishment of a wholly-owned pharmacy.   
 
In parallel with commercialization efforts, the company recognized $10 million in licensing revenues from the prior 
year’s agreement with Santen in 2Q:21.  In August of that year, the branded and non-promoted products and the re-
lated manufacturing facility were sold to Alora Pharmaceuticals, allowing for the retirement of debt and freeing up of 
resources for an exclusive focus on Upneeq commercialization.  During the year, sales efforts were augmented with 
activities oriented towards ophthalmologists, optometrists and oculoplastic surgeons.  Additional capital was raised 
in the latter part of 2021 to further support Upneeq marketing efforts.  In September of 2021, RVL launched the di-
rect dispense program followed four months later by the virtual inventory program.  RVL achieved Upneeq revenues 
of $7.5 million in its first full year of commercialization (2021) and generated total revenues of $17.5 million including 
contributions from royalties and licensing. 
 
Following a corporate name change to RVL Pharmaceuticals plc in January 2022, distribution was expanded in 
February into the medical aesthetics market, which is expected to become the primary growth driver for Upneeq 
sales.  RVL has made a concerted effort to participate in numerous conferences, including investor meetings and 
trade shows to communicate its value proposition and demonstrate its compelling product.  Additional financing was 
secured as both debt and equity were accessed to provide almost $70 million to fund commercialization efforts over 
the next years.  August introduced an important partnership with Revision Skincare which recognizes the comple-
mentary nature of Upneeq and Revision’s portfolio of products.  Most recently, evidence of continued penetration in-
to the aesthetics market was provided as 3,80037 practices have now placed orders for Upneeq producing an annu-
al revenue run rate of over $40 million.   
 
Key Milestones: 
 

➢ Acceptance of NDA for RVL-1201 (Upneeq) – November 2019 

➢ FDA approval granted for Upneeq – July 2020 

➢ Exclusive international license agreement executed with Santen for Upneeq – July 2020 

➢ Launch of Upneeq to eye care practices – September 2020 

➢ RVL Pharmacy becomes active – September 2020 

➢ Expansion of Upneeq to ophthalmology, optometry & oculoplastic specialties - 2021 

➢ Sale of legacy businesses to Alora Pharmaceuticals – August 2021 

➢ Corporate name change to RVL Pharmaceuticals from Osmotica – January 2022 

➢ Receipt of multiple milestone payments – 1Q:22 

➢ Expansion of commercialization activities into medical aesthetics market – February 2022 

➢ Amendment to Santen agreement expanding into additional territories – March 2022 

➢ Financing agreement executed with Athyrium/Avista - August 2022 

➢ Strategic partnership launched with Revision Skincare - August 2022 

➢ Launch of e-commerce platform – 1Q:23 
 

 
37 As of October 2022 

 

https://ir.rvlpharma.com/news-releases/news-release-details/osmotica-pharmaceuticals-plc-reports-second-quarter-2020-results
https://ir.rvlpharma.com/news-releases/news-release-details/osmotica-pharmaceuticals-plc-closes-sale-legacy-business-alora
https://ir.rvlpharma.com/news-releases/news-release-details/osmotica-pharmaceuticals-plc-announces-corporate-name-change-rvl
https://revisionskincare.com/collections/all-products
https://ir.rvlpharma.com/news-releases/news-release-details/osmotica-pharmaceuticals-plc-receives-fda-approval-upneeqtm
https://ir.rvlpharma.com/news-releases/news-release-details/santen-and-rvl-pharmaceuticals-inc-osmotica-company-enter
https://ir.rvlpharma.com/news-releases/news-release-details/osmotica-pharmaceuticals-plc-closes-sale-legacy-business-alora
https://ir.rvlpharma.com/news-releases/news-release-details/osmotica-pharmaceuticals-plc-announces-corporate-name-change-rvl
https://ir.rvlpharma.com/news-releases/news-release-details/rvl-pharmaceuticals-plc-announces-insider-and-athyrium-led
https://ir.rvlpharma.com/news-releases/news-release-details/revision-skincarer-announces-strategic-partnership-rvl
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In the financial realm, RVL reported 3Q:22 revenues of $10.0 million and operating expenses of $21.4 million result-
ing in net loss of ($14.4) million or ($0.16) per share. 
 
For the quarter ending September 30, 2022 and versus the same ending September 30, 2021:  
 

➢ Revenues totaled $10.0 million, up 356% from $2.2 million, which consisted entirely of Upneeq sales in 
both periods.  Expanded sales into the eye care market and new sales from the medical aesthetics market 
drove the increase;   

➢ Gross profit on product revenues was $7.5 million, producing a gross margin of 75%. This compares to pri-
or year product gross margin of 48% with the improvement attributable to the leverage of fixed costs; 

➢ Selling, general and administrative expenses totaled $20.4 million, an 18% decline compared to $24.8 mil-
lion due to lower spending in several categories including share-based compensation, legal and other pro-
fessional fees and marketing expenses partially offset by higher net compensation and training costs and 
transactional fees; 

➢ Research and development expenses totaled $1.0 million, falling 24% due to lower spending on the Arba-
clofen program, RVL-1201 (Upneeq) and other research and development programs; 

➢ Net interest expense rose to $1.1 million reflecting recognition of amortization expenses as well as higher 
debt balances and interest rates; 

➢ Total other expense was ($0.7) million vs $0.1 million.  Change in fair value of derivates and debt mostly 
offset each other producing the loss in the period; 

➢ Net loss was ($14.4) million, or ($0.16) per share, compared to ($26.3) million or ($0.42) per share. 

As of September 30, 2022, cash and equivalents on the balance sheet totaled $59.8 million.  Cash burn for the first 
nine months of the year was ($21.1) million, while cash flows from financing were a net $40.4 million.  During the 
third quarter, RVL raised gross proceeds of $23.9 million from equity issuances and $20 million in debt intended to 
support the continued commercialization of Upneeq. 
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     Valuation 

 
RVL Pharmaceuticals is an aesthetics product company commercializing a unique asset that has no direct competi-
tors.  Its product, Upneeq, is complementary to many of the skin and filler products that are available at medical 
aesthetics practices.  Sales efforts target multiple practice types and leverage the online pharmacy.  RVL has pene-
trated about 3,800 of a potential 30,000 to 40,000 purchasing locations and its sales team covers almost all of the 
United States.  Further penetration opportunities are available with existing practices and individual customers. 
 
Based on our review of the prevalence of ptosis, there may be in excess of 30 million Americans that present some 
degree of the condition.  When examining the aesthetics space, there are 3.4 to 4.4 million minimally invasive pro-
cedures for soft tissue filler and Botox38 that we see as representing Upneeq’s addressable market.  Based on 
RVL’s net revenue of $112.50 per 45-unit box, we estimate sales of $900 per year per patient.  A modest penetra-
tion of 400,000 patients per year could generate $360 million in revenues.  If Upneeq served the same number of 
individuals as Botox, revenues could rise to almost $4 billion.  Some patients will use Upneeq intermittently which 
suggests the potential revenues for the product in the United States are likely closer to the $400 million rather than 
the $4 billion mark. 
 
RVL is expected to make continued and steady progress completing reorders and expanding to new locations, 
building on the trailing four quarter base of over $27 million in product sales.  Gross margins are a bright spot for 
RVL and have exceeded 70% in the most recent quarters.  We expect RVL to maintain 70% margins as it has a 
fixed price per unit contract with its manufacturing partner and is leveraging depreciation and other costs.   
 
Selling, general and administrative expenditures have been carefully considered by the management team and pro-
vide additional capacity for growth with limited additional increases required in the near term.  Estimates call for $88 
million of expenditure in 2023 and 3% growth in future years.  Research and development costs are expected to 
decline from $4 million per year and are allocated towards development of a next generation ptosis product.   
 
As of September 30, 2022, RVL held $75 million of long-term debt which was recently augmented by new financing.  
In early August 2022 the company issued $20 million of additional debt to support its commercialization activities.  
Based on the most recent reported applicable interest rate, we estimate approximately $9 million in net interest ex-
pense in future years.   
 
As of year-end 2021, RVL held net operating losses (NOLs) in excess of $260 million which we expect to be applied 
against future profits for determining tax liability.  Based on the value of the NOLs we do not anticipate RVL paying 
income taxes in the foreseeable future.   
 

Exhibit X – RVL Pharma Revenue, Expense & EPS Estimates to 202739 

 RVL Pharmaceuticals plc 2021 A 2022 E 2023 E 2024 E 2025 E 2026 E 2027 E

Total Revenues ($US) $17,501 $52,114 $73,629 $106,762 $144,129 $187,367 $224,841 
Y OY  Growth -37% 198% 41% 45% 35% 35% 20%

Cost of Goods Sold $3,618 $10,434 $22,089 $32,029 $43,239 $56,210 $67,452 
Gross  M arg in-Product  Sales  Only 52% 72% 70% 70% 70% 70% 70%

Gross Profit $13,883 $41,680 $51,540 $74,733 $100,890 $131,157 $157,389 

Selling, General & Administrative $87,463 $85,928 $87,647 $90,276 $92,984 $95,774 $98,647 

Research and Development $6,930 $4,032 $4,000 $3,000 $2,000 $2,000 $2,000 

Other Expenses $2,244 $0 $0 $0 $0 $0 $0 

Income from operations ($82,754) ($48,280) ($40,106) ($18,543) $5,906 $33,383 $56,742 
Net Interest Expense $3,036 $5,345 $9,000 $9,000 $9,000 $9,000 $9,000 

Other Income ($3,256) ($4,429) $0 $0 $0 $0 $0 

Pre-Tax Income ($82,534) ($49,196) ($49,106) ($27,543) ($3,094) $24,383 $47,742 
Provision for Income Tax $315 $265 $0 $0 $0 $0 $0 

Tax R ate -0 .4% -0 .5% 0.0% 0.0% 0.0% 0.0% 0.0%

Net Income ($82,849) ($49,461) ($49,106) ($27,543) ($3,094) $24,383 $47,742 

Reported EPS ($1.23) ($0.55) ($0.49) ($0.27) ($0.03) $0.23 $0.43 

Basic Shares Outstanding 67,354 89,932 101,000 102,000 104,500 107,250 110,000 
Source: Company Filing  / /  Zacks  Inves tment R esearch, Inc. Es timates                                                                      

 
38 2020 Plastic Surgery Statistics Report. 
39 Zacks Investment Research 

 

https://www.plasticsurgery.org/documents/News/Statistics/2020/plastic-surgery-statistics-full-report-2020.pdf
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RVL has partnered with Santen Pharmaceutical to develop Upneeq outside of the US.  We do not forecast first 
sales prior to 2025 and anticipate only a small contribution if any in the first years of commercialization due to the 
low net royalties that will be recognized under the existing structure.   
 
To determine our target price, we use a multiple of earnings per share (EPS) and earnings before interest, taxes, 
depreciation and amortization (EBITDA) applied to 2027 estimates and discount the value to 2023 using a 20% 
rate.  Based on our operating earnings growth estimates in 2027 and beyond in excess of 10%, we employ an 18.0x 
multiple of 2027 EPS and a 15.0x multiple of 2027 EBITDA to generate our valuation.    
 

Exhibit XI – Target Price Matrix Using Price to Earnings Multiples40 

2023 PV

$12.68 15.0% 17.5% 20.0% 22.5% 25.0%

14.0        $3.47 $3.19 $2.93 $2.70 $2.49

16.0        $3.97 $3.64 $3.35 $3.08 $2.84

18.0        $4.47 $4.10 $3.77 $3.47 $3.20

20.0        $4.96 $4.55 $4.19 $3.85 $3.56

22.0        $5.46 $5.01 $4.60 $4.24 $3.91
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Exhibit XII – Target Price Matrix Using EBITDA Multiples41 

2023 PV

$12.68 15.0% 17.5% 20.0% 22.5% 25.0%

13.0        $3.57 $3.27 $3.01 $2.77 $2.56

14.0        $3.86 $3.55 $3.26 $3.00 $2.77

15.0        $4.16 $3.82 $3.51 $3.23 $2.98

16.0        $4.46 $4.09 $3.76 $3.46 $3.19

17.0        $4.76 $4.36 $4.01 $3.69 $3.41
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Based upon our qualitative and quantitative assessment of RVL Pharmaceuticals, the product of our work gener-
ates a robust target price of approximately $3.60 per share.   
 

 
40 Zacks Investment Research. Note that value in the matrix represents the 2023 present value of the calculated target price.   
41 Zacks Investment Research. Note that value in the matrix represents the 2023 present value of the calculated target price.   



 

 
 

Zacks Investment Research                                          Page 24                                                            scr.zacks.com 

  
     Conclusion 

 
RVL Pharma is off to a strong start in the commercialization of Upneeq for the treatment of ptosis.  There is a large 
unmet need in addressing low lying eyelids especially in the aesthetics market.  RVL began commercializing its 
product in September 2020 focusing on eye care professionals and has since expanded its audience to include aes-
thetic practices.  With a large population of patients that express a medical and aesthetic demand for the product 
we anticipate continued strong growth over the next several years.   
 
RVL has differentiated itself from other small pharmaceutical companies in the development of its own pharmacy.  
This permits more control over distribution and avoids many of the additional costs and fees associated with the 
dominant distributors.  Control over distribution allows RVL and its partners to employ more disciplined pricing and 
avoid the incentive-reducing effects of a few high-volume, low margin practices that sell at a discount.  Competitive 
pricing disincentivizes others that are willing to support the product.   
 
Based on a review of available literature, we estimate that 5% to 15% of adults suffer from ptosis and approximately 
10% of individuals over 5042 present the condition.  This suggests that there could be up to 20 million Americans 
that comprise the addressable market.  If treatment for ptosis begins to mirror the number of annual treatments in 
the US for other common aesthetic procedures such as Botox, skin treatments or fillers, several million patients may 
use the product every year.   
 
RVL’s August 2022 financing raised nearly $44 million to accelerate efforts to commercialize Upneeq.  Additional 
funds are available if internal revenue targets are achieved.  As of October 2022, the company has penetrated 
3,800 of an estimated 30,000 to 40,000 locations in the aesthetics universe and holds other opportunities for direct 
sales to patients with its online pharmacy and telemedicine services.  As of September 30, 2022, RVL holds approx-
imately $60 million in cash to support its efforts.   
 
Key reasons to own RVL Pharmaceuticals shares: 

➢ Large potential aesthetics market to address low lying eyelids 

o ~60% of women self-identify as having some degree of the condition 

o Prevalence of acquired form reported at a rate between 5 to 14%  

➢ Holds rights to the only approved non-surgical treatment for ptosis 

➢ Able to leverage multiple marketing and educational channels 

o Social media 

o Traditional advertising direct to consumer (DTC) 

o Medical conferences and trade shows 

➢ Global market for Upneeq 

o Collaboration with Santen for Asia, EMEA and Canada 

o Clinical trials have begun in Asia 

➢ Owned Pharmacy 

o Storefront subscription model 

o Attractive for provider partners 

➢ Operates in cash-pay markets 

o Eliminates dependence upon and complexity of reimbursement  

o Avoids negotiations with insurers and government payors 

o Allows for low cost, direct distribution (Direct Dispense/Virtual Inventory) 
 
Based on our analysis of RVL’s early success with Upneeq, we see continued growth and operating margin expan-
sion over the next several years driving positive earnings and cash flow by 2026.  We initiate on RVL Pharmaceuti-
cals with a valuation of $3.60 per share.  

 
42 Sridharan GV, Tallis RC, Leatherbarrow B, et al. A community survey of ptosis of the eyelid and pupil size of elderly people. Age and Ageing. 
1995;24:21–4. 

 

https://pubmed.ncbi.nlm.nih.gov/7762457/
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      PROJECTED FINANCIALS 

  
RVL Pharmaceuticals plc. - Income Statement 

 

 RVL Pharmaceuticals plc 2021 A Q1 A Q2 A Q3 A Q4 E 2022 E 2023 E 2024 E

Total Revenues ($US) $17,501 $21,444 $8,448 $10,022 $12,200 $52,114 $73,629 $106,762 
Y OY  Growth -37% 2193% -27% 356% 327% 198% 41% 45%

Cost of Goods Sold $3,618 $2,144 $2,227 $2,525 $3,538 $10,434 $22,089 $32,029 
Gross  M arg in-Product  Sales  Only 52% 64% 74% 75% 71% 71% 70% 70%

Gross Profit $13,883 $19,300 $6,221 $7,497 $8,662 $41,680 $51,540 $74,733 

Selling, General & Administrative $87,463 $23,834 $20,169 $20,375 $21,550 $85,928 $87,647 $90,276 

Research and Development $6,930 $862 $1,176 $1,044 $950 $4,032 $4,000 $3,000 

Other Expenses $2,244 $0 $0 $0 $0 $0 $0 $0 

Income from operations ($82,754) ($5,396) ($15,124) ($13,922) ($13,838) ($48,280) ($40,106) ($18,543)
Net Interest Expense $3,036 $985 $978 $1,132 $2,250 $5,345 $9,000 $9,000 

Other Income ($3,256) $515 ($4,273) ($671) $0 ($4,429) $0 $0 

Pre-Tax Income ($82,534) ($6,896) ($11,829) ($14,383) ($16,088) ($49,196) ($49,106) ($27,543)
Provision for Income Tax $315 ($75) $277 $63 $0 $265 $0 $0 

Tax R ate -0 .4% 1.1% -2 .3% -0 .4% 0.0% -0 .5% 0.0% 0.0%

Net Income ($82,849) ($6,821) ($12,106) ($14,446) ($16,088) ($49,461) ($49,106) ($27,543)

Reported EPS ($1.23) ($0.08) ($0.14) ($0.16) ($0.16) ($0.55) ($0.49) ($0.27)

Basic Shares Outstanding 67,354 83,490 83,581 92,756 99,900 89,932 101,000 102,000 
Source: Company Filing  / /  Zacks  Inves tment R esearch, Inc. Es timates                                                                      
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43 Source: Zacks Research System 
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