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Forward-Looking Statements
Although reasonable care has been taken to ensure that the facts stated in this presentation are accurate and that
the opinions expressed are fair and reasonable, the contents of this presentation have not been verified in their
entirety by Arstat Pharmaceuticals advisors or any other person. Accordingly, no representation or warranty,
express or implied, is made as to the fairness, accuracy, completeness, or correctness of the information and
opinions contained in this presentation, and no reliance should be placed on such information or opinions. Further,
the information in this presentation is not complete and may be changed. Arstat Pharmaceuticals does not accept
any liability for any loss arising from any use of such information or opinions or otherwise arising in connection with
this presentation.

This presentation contains forward‐looking statements based on the current expectations and beliefs of Arstat
Pharmaceuticals, It is subject to risks, uncertainties, and assumptions that could cause actual results to differ
materially from those described. All statements other than statements of historical fact, could be deemed forward‐
looking, including estimates of peak annual sales, projected IPO valuations and timing, other financial and valuation
metrics, expected clinical or regulatory results, and other such estimates.

No forward‐looking statement can be guaranteed, and actual results may differ materially from those we project.
Regulatory approvals cannot be guaranteed, and movement from the intellectual property to a marketed product is
uncertain; consequently, there can be no guarantee that any particular candidate will become a successful
commercial product. In addition, while we have secured patents for our products, the protection offered by our
patents may be challenged, invalidated, or circumvented by our competitors.

Unless otherwise noted, Arstat Pharmaceuticals is providing this information as of this date and expressly disclaims
any duty to update the information contained in this presentation.



Vision: One of the Best Pipelines in Women’s Health 
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The first and only oral contraceptive designed explicitly for overweight and 
obese women (≈6 million US pill users). The FDA has recognized a major unmet 
need and endorsed an unprecedented program in women with high BMI

NUVOCEPT™

PREMRING™
First-in-class vaginal ring for uterine fibroids and endometriosis (≈14 million US 
women). Ultra‐low doses of the most promising drug are delivered directly to 
affected tissues for unmatched efficacy and safety  

Two additional innovative products

ENHANTA™ First-in-class non‐hormonal therapy for painful and heavy menstrual periods 
(>25 million US women). Likely first‐line for a common disorder

DUACEPT™ First brand that meets the consensus criteria of an ideal contraceptive pill. A 
great option for >2 million US pill users with normal weight

Potential global blockbusters



Mission: To Build a World-Class Pharmaceutical Company 
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• US: ≈50 million women; > $2.9B/year in expected peak net sales  
• Worldwide: ≥ 800 million women across the entire portfolio

Huge Markets

• Proven efficacy and safety, established technology, strong team
• A very appealing IPO with an initial ROI in less than 1.5 years  

Low‐Risk, Early Return on Investment (ROI)

Late‐Stage Pipeline, Strong IP 

• Including two Phase III‐ready assets (confirmed by the FDA) 
• Protected by ten granted US patents (more pending)

Critical 
Success Factors



Clinically Advanced, Low-Risk, Diverse Pipeline
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Product Indication Phase I Phase II Phase III

NUVOCEPT                     
(Phase III-ready)

‐ Prevention of pregnancy with projected benefits 
for overweight and obese women (this unique 
indication is already accepted by the FDA) 

DUACEPT
(Phase III-ready)

‐ Prevention of pregnancy 

PREMRING**   
(Phase IIb asset)

‐ Uterine Fibroids
‐ Endometriosis

ENHANTA              
(Phase IIb asset)

‐ Concomitant dysmenorrhea and menorrhagia (Rx)
‐ Painful, heavy menstrual days (OTC)

• The products offer substantially improved use of drugs with proven efficacy and safety
• The time, risks and costs are markedly reduced due to an advanced R&D stage

Development Status* 

* The tip of the arrow indicates the next clinical efficacy study (Phase III for NUVOCEPT/DUACEPT, Phase IIb for PREMRING and ENHANTA)  
A broken line indicates possible pre‐clinical activities (if required by the FDA), before PREMRING is moved to Phase IIb study**



Strong, Large and Growing IP Portfolio (10 Granted US Patents) 
NUVOCEPT/DUACEPT

All Issued US patents expire in 2031, extendable to 2033‐2034 
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PREMRING
Issued:
• US patent 10,251,836
• US patent 11,116,718
• German patent 20 2011 110 355.6
• German patent 20 2011 110 356.4
Pending:
• US patent application 16,295,577
• US patent application 17,401,964
• 4 more US patents planned

Issued:
• US patent 9,675,622
• US patent 9,925,199
• US patent 10,111,887
• US patent 10,463,678
• US patent 10,537,582
• US patent 11,103,515
• European patent: EP 2790688 B1 
• German patent 20 2012 012 822.1
Pending:
• US patent application 17,385,330 
• 2 more US patents planned 

ENHANTA
Issued:
• US patent 10,532,037
• US patent 10,709,679
• German patent 20 2011 110 392.0

Pending:
• US patent application 16,917,153
• 3 more US patents planned

Author
All patents were developed by Arkady Rubin, PhD ‐ a researcher with 30 years of pharmaceutical
industry experience, mostly in women’s health. Dr. Rubin was a co‐inventor* of Ortho Tri‐Cyclen Lo®, a
top US oral contraceptive with peak annual sales over $500 million.
*Patents: EP1140109, AU765153, CA2356747, and many others



Business Model: Strategic Roadmap and Objectives
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$5M Funding 
Team Finalized 

Immediately

The IPO 
($45M Funding) 

Complete  
Planned Programs

The Products Sold 
or Out-licensed

 ̴ 1 year 

 ̴ 3 years 

3 – 3.5 years 



Strategic Roadmap and Objectives Details 
• Hire key employees (including CEO) and consultants.  

Some investors may assume executive positions.

• Assemble a well‐connected board of directors  

Complete $5M 
Funding Round; 
Finalize the Team 
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• Possibly in conjunction with a strategic partnership
• Conservative funding goal ($45M) ‐ 80% of the lowest 

amount that was recently raised by women’s health IPOs 

Going public
via an IPO*
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• Advance NUVOCEPT and DUACEPT up to completion of 
Phase III study, the NDA filing and FDA approval

• Complete Phase IIb studies of PREMRING and ENHANTA

Complete planned 
clinical Programs3

• Sell the entire company to a larger entity or generate 
strong returns on a major stock exchange 

Sell or out-license  
assets in 3-3.5 years4
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* Note: While an IPO is our preferred public offering, other options could be considered. 
We may pursue a direct listing or a reverse merger with a public company.



Sound Valuation Targets and Exit Opportunities
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Valuation Target: at least $260M* Valuation Target: at least $850M** 

IPO

Acquisition

OR
Trading on a Major Stock Exchange

High valuations will be supported by rapid, 
low‐cost R&D and strong sales projections

 ̴̴ 1 year 3 - 3.5 years

EXIT

*Conservative estimate: <60% of the valuations of pharmaceutical IPOs at a comparable development stage. See slide 10.

**Conservative estimate: <50% of the portfolio value (Net Present Value, NPV) at exit. See slide 11. 



Projected IPO Valuation: $260M, could be much higher
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* www.mtspartners.com/wp-content/uploads/sites/2/2016/08/Early-Stage-IPOs-2012-2018-August-2018.pdf

< 60% of $457M, which is the median across all pharmaceutical  IPOs at the same 
development stage (a lead asset in Phase III)*

Very Conservative Projections

Company IPO 
Year

Amount 
Raised

Company 
Valuation

Agile Therapeutics 2014 $55M ≈ $180M

ObsEva SA 2017 $96M $450M

Myovant Sciences 2016 $218M ≈ $880M

Solid IPOs have been recently reported by other women’s health 
pharma companies with comparable (if not inferior) pipelines 



Impressive Portfolio Value in 3.5 Years 
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Our valuations and exit targets are realistic*

Product Net Present Value (NPV)
in 3.5 years**

Conservative
Exit Targets

NUVOCEPT $1,060M $540M

DUACEPT $170M $60M

PREMRING – Uterine Fibroids $180M $90M

PREMRING – Endometriosis $110M $70M

ENHANTA (Rx) $240M $90M

Total  $1,760M $850M (≈48% of NPV)

*  In collaboration with Bio-strategy Analytics, we have determined the value of the portfolio in 3.5 years (after the FDA 
approval of NUVOCEPT/DUACEPT, completion of the PREMRING IIb study in uterine fibroids, and ENHANTA Phase IIb study)

** “Most Likely Scenario” using the Discounted Cash Flow (DCF) and Expected (Risk-Adjusted) Net Present Value (eNPV) methods

ENHANTA US over-the-counter (OTC) sales and worldwide sales across the entire 
portfolio will further increase the value of the company 



Summary of Development Challenges and Risks
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Areas Challenge Risk Level

Manufacturing of 
drug supplies 

To develop oral formulations (NUVOCEPT, 
DUACEPT, ENHANTA) and medicated vaginal 
ring (PREMRING) 

NUVOCEPT/DUACEPT (multiple generic manufacturers)             
PREMRING (the prototype ring is well described) 
ENHANTA (known precedents)

Abbreviated 
505(b)(2)NDA

To rely on the FDA’s safety findings (e.g., 
non‐clinical data)

NUVOCEPT/DUACEPT (confirmed by the FDA)                                  
PREMRING and ENHANTA (multiple precedents) 

Proof of Efficacy
Success in Phase III (NUVOCEPT/DUACEPT)  
or development of a likely winner in Phase III 
(PREMRING/ENHANTA)

NUVOCEPT/DUACEPT (large supporting databases)                                    
PREMRING (strong clinical and pre‐clinical data) 
ENHANTA (multiple supporting studies)

Safety and 
Tolerability

Good safety profile and patient’s acceptance 
of the developed product

NUVOCEPT/DUACEPT (large supporting databases)                                              
PREMRING (a small fraction of the oral SPRM daily dose) 
ENHANTA (safety databases; supporting studies)

IP Development Issuance of multiple patents with an 
adequate products protection 

NUVOCEPT/DUACEPT (already accomplished)                                                        
PREMRING and ENHANTA (first US patents granted) 

Clinical program Successful execution of the clinical studies Highly experienced clinical managers and advisors, strong CROs 

BD and Exit-
Related Activities 

To support company’s high valuations and 
successful exit  

Clinically and commercially strong candidates ‐ potential first‐lines in very 
large markets. Comparable exits were reported for weaker portfolios.

Adequate Funding To secure the next round (an IPO) Higher amounts were raised by companies with inferior portfolios 

Low‐risk R&D: Leveraging Extensive Clinical Data and Know‐How
No Risk Negligible Risk Low RiskMinimal Risk



Team (Management/Advisors) 
70+ years of working with leading women’s health brands
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After the funding is secured, we will recruit a permanent CEO and Board Members 

Several additional candidates are identified as potential C‐level employees and consultants 

Arkady Rubin, PhD
Chief Scientific Officer,  Acting CEO

30 years of industry experience (J&J, Pfizer). Dr. Rubin has designed pivotal trials for
leading women’s health brands and contributed to multiple successful NDAs.

Agis Kydonieus, PhD
Drug Delivery Advisor

Consultant for PREMRING. Co‐founder of the Controlled Release Society, holder of 55
U.S. patents, the author of 10 books on drug delivery

Andrea S. Lukes, MD, FACOG
Lead Clinical Advisor

Dr. Lukes has conducted >80 clinical trials of women’s health products. She has
published in OB/GYN journals and has served on the FDA advisory committees.

Jeffrey Frick, MBA
Commercial Advisor

As a VP of Marketing at Berlex Labs, Mr. Frick contributed to the most successful US
contraceptive launches (Yasmin®, YAZ®, Mirena®) with combined sales of $2B.

Jason Spitz, MBA
Strategic Marketing Advisor

Senior executive who was responsible for marketing, corporate communications, and
commercial operations for a public women's health pharmaceutical company.

Ravi Kumar, CPA 
Capital Markets and IPO Advisor

Partner, West Region Market Leader at Connor Group, advising game‐changing life
science companies regarding fundraising, IPOs, direct listings, M&A transactions

Alan N. Walter, JD                                 
Legal Affairs Advisor 

Commercial law and business expert with over 25 years of experience with capital 
raises, M&As, private placements, equity investments, and licensing agreements. 

Mary Kucek, PMP, ITIL                    
Public Health/Social Media Advisor

Founder/CEO of OvaryIt. a women's telemedicine platform offering the safest and 
most convenient, personalized hormonal and non‐hormonal birth control options.



The Ask and Pre-IPO Action Plan
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We are raising $5M (equity financing) to continue our R&D and to support at 
least 15 months of operations, including the IPO 

• Hire key employees (including CEO) and consultants 

• Assemble a well‐connected board of directors and a scientific advisory board

• Conduct two more pre‐IND meetings with the FDA (PREMRING and ENHANTA) 

• Prepare to start two studies: Phase III (NUVOCEPT/DUACEPT) & Phase IIb (ENHANTA)

• Complete marketing assessments, including surveys with OB/GYNs and patients 

• Support IPO‐related activities (legal, accounting, regulatory filings, marketing)

• Significantly extend outreach to investors and potential strategic partners 

Pre‐IPO Action Plan: Major Tasks  



Use of Funds 
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Optional additional funding will extend the company infrastructure and 
further increase the IPO valuation  

Quarterly and Overall Budget Projections

* Contingency reserve will support at least three more months of operations and/or expand our R&D and BD activities.  

Metrics

Quarters                                                            
(Relative to the Completion of the Current Funding Round)

Contingency 
Reserve

Total

1st Quarter 2nd Quarter 3rd Quarter 4th Quarter
Costs $640,000 $1,380,000 $1,040,000 $940,000 $1,000,000 $5,000,000

Percent 12.8% 27.6% 20.8% 18.8% 20.0% 100%
Cumulative

Costs $640,000 $2,020,000 $3,060,000 $4,000,000 $5,000,000 $5,000,000

G&A and R&D Expenses
$1,930,000 

Corporate Development
$360,000 

Direct IPO Costs
$1,710,000 

Contigency Reserve
$1,000,000 39%

7%
34%

20%

$5,000,000
A key component of our 
risk mitigation strategy 



Pre-IPO Timelines and Major R&D Milestones 
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IND = Investigational New Drug (IND) Application; CAB = Contraceptive Advisory Board; SMC = Social Media 
Campaign;  SAB = Scientific Advisory Board

NUVOCEPT/DUACEPT
PREMRING
ENHANTA Months

Quarters/Months                                                                        
(Relative to the Completion of the Current Funding Round)

Major Milestones Start End
1st Quarter 
Months 1-3

2nd Quarter 
Months 4-6

3rd Quarter 
Months 7-9

4th Quarter 
Months 10-12

Pill Manufactured 1 4

IND Opened 5 6

Surveys, Commercial  
Reports, CAB, SMC 4 10

Phase III preparations 7 12

Ring Development 1 5

Pre-IND Meeting 6 7

Pre-Clinical Work, SAB 8 12

Surveys, Commercial  
Reports, SAB 5 10

Pill Manufactured 1 4

Pre-IND Meeting 5 6

IND Opened, SAB 7 8

Phase IIb Preparations 9 12



APPENDIX  
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Clinical and Commercial Details

NUVOCEPTTM

DUACEPTTM

PREMRINGTM

ENHANTATM



Why NUVOCEPTTM?
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2 in 3
reproductive‐age US women 
are overweight or obese1

With unintended pregnancies                      
very distressing due to  

maternal and child health hazards2

Marketed oral contraceptives do not work well for this population due to
an increased risk of pregnancy and serious side effects 

A MAJOR UNMET NEED ‐ A contraceptive which is:
• Formulated for overweight and obese women
• Effective
• Safe

BUT

THUS

Sources: 1McDowell MA (2008); 2Simmons KB(2015) 



NUVOCEPTTM: A Truly Unique Asset
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The first oral contraceptive formulated explicitly for overweight and 
obese women (  ̴̴60% of US pill users)

• It is expected to dominate a multibillion‐
dollar segment of the US market 

• A potential European blockbuster 

Highly Profitable1

4

• Confirmed by the FDA review of 
supporting efficacy and PK/PD data 

• Validated by six granted US patents                                   

Low-Risk
• Favorable pre‐IND meeting with 

the FDA; program finalized

• Abbreviated 505(b)(2) NDA 

Phase III-Ready 

• < $20M in total costs

• < 3.5 years to the US market

Rapid, Low-Cost R&D2

3NUVOCEPTTM

The first and only contraceptive endorsed by the FDA for the exclusive clinical 
testing and labeling in women with high BMI 
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Risk of pregnancy 
increases by 72% 

for obese women9 

2011

Generess®
Pregnancy rates 

greater by 31% and 
86% for overweight 
and obese women10

Quartette®
Due to a higher VTE 
risk, clinical testing 
of obese women 
was terminated11

Annovera®
Contraindicated in 
obese women; a 

limitation of use in 
overweight women12

Twirla®

2013 2018 2020

Unacceptable Performance of All FDA-Approved Combined Hormonal 
Contraceptives in the Last Decade: 

Delivering  
suboptimal doses 

• Obesity severely alters the way the hormonal amounts are absorbed. 

• Obese women receive 70-80% of the intended (nominal) dose1,2,3,4,5 with  
totally unacceptable protection from pregnancy

Ignoring
cardiovascular

risk factors 

• Obesity is an independent risk factor for cardiovascular safety.  

• Modern contraceptives cannot be recommended to this population due to a 
troubling incidence of serious cardiovascular events6,7,8 

Modern Contraceptives are Not Designed for Obese Women 

Selected Sources: 1Edelman (2009), 2Edelman (2014), 3Westhoff (2010), 4Evra (2001), 5Robinson (2013), 6ARSTAT Inc. (Data on file), 7Abdollahi (2003), 
8FDA (2011), 9Yamazaki (2015), 10NDA 204061 (2013), 11Annovera (2018), 12Twirla (2020), 13Nextstellis (2021)

Nextstellis®
Due to a decreasing 

effectiveness, 
limitation of use in 

obese women13

2021



NUVOCEPTTM: A Better Way
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“Women will LOVE it”
(Andrea S. Lukes, 

MD, MHSc FACOG)
Dr. Lukes is our Lead Clinical 

Advisor. She has conducted or 
overseen >80 trials of women’s 

health products.

Hormonal components 
tested by tens of 

millions of women

Gold Standard in 
Oral Contraception

Up to 3 times lower 
pregnancy rates 

versus leading brands

Highly           
Effective

Very                               
Safe

2 – 3‐fold reduced risk 
of serious side effects 

vs. competitors

The FDA has recognized the 
importance of NUVOCEPT 

 NUVOCEPT efficacy and safety projections accepted 
— the FDA has approved the dosing of 1,000+ women

 After the pre-IND meeting, a new FDA guidance was Issued      
— the impact of obesity on contraceptive efficacy is emphasized



NUVOCEPTTM – Formulated for Overweight Women 
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Unlike any other oral contraceptive, NUVOCEPTTM is designed to address specific 
efficacy and safety concerns of overweight and obese pill users

Cycle Day 1-8 9-16 17-24 25-28

Daily Dose 100 mcg LNG/    
20 mcg EE

125 mcg LNG/   
25 mcg EE

150 mcg LNG/ 
30 mcg EE

Drug-free 
interval

24‐day dosing interval for reliable pregnancy prevention

The safest progestin for the lowest risk of VTE

Optimal estrogen dose for improved cycle control

A shorter drug‐free interval for fewer side effects

A constant LNG/EE ratio for a healthy hormonal balance

LNG= Levonorgestrel; EE = Ethinyl Estradiol;
VTE = Venous Thromboembolism
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NUVOCEPTTM Exclusivity: a Pillar of Commercial Success

2 Unprecedented efficacy and safety labeling claims 
based on a unique clinical program 

1 The most attractive (if not the only) option for women 
and their physicians due to an exclusive contraceptive 
indication for overweight and obese women

The safest solution when overweight women desire the 
pill for non-contraceptive reasons (>30% of US users)

2

3

Take a risk with inferior 
or untested contraceptives 

OR 
prescribe NUVOCEPT

Nuvocept Label will be Bolstered by: 

 The most sizeable and comprehensive Phase III database in overweight and obese 
users of combined hormonal contraceptives

 Proprietary pharmacokinetic data in women with high BMI, including assessments of 
food effect that will be performed for the first time in this population

 Historical efficacy and safety data in overweight and obese women* 

*To be confirmed after the NDA filing



NUVOCEPTTM – Potential Multi-Billion Dollar Brand 
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 ̴̴$4B

100%
166%

241%
315%

390%

2006 2010 2014 2016 2019

US Branded Price 
(2006 =100%)

• The global contraceptive market is expected to grow by 40% over the next 7 years ($38.5B in 2025)6

• With the worldwide obesity epidemic, NUVOCEPT is best positioned to benefit from this growth
• Among 151 million contraceptive pill users worldwide7, at least 30% (45 million women) are obese

NUVOCEPT will dominate at least 30% of the US market (≈$6B segment)   

Unmatched global potential

• US contraceptive brands are increasingly valuable                            
— sharp average price increase from $41 (2006) to $160 (2019)4,5

• If all combined hormonal contraceptives were sold at a branded wholesale (WAC) price, a gross 
value of the US market would be approximately $20B ($200M for each % of total Rx)1,2,3,4

• With the only label dedicated to obese women (at least 30% of contraceptive pill users), NUVOCEPT 
is expected to dominate a potential $6B market segment 

• Since overweight women (another 30% of users) are excluded, this assessment is very conservative 

Sources: 1IMS NPA (2019), 2 MediSpan Price Rx Select (2019), 3Call Transcript (2020), 4ARSTAT Inc. (Data on file),
5Info for Vermont Prescribers (2014‐2019), 6TMR (2016), 7UN (2019) 

Favorable US market trends



25

Valuation 
Scenarios

Market 
Share

Peak Annual Sales (US)  Case
(Labeling and Clinical Details)

GROSS1 NET2 EBITDA3

“Worst” 6% $1,080M $630M $410M 1) Unlike all recently approved brands, no contraindications or 
limitations of use in obese and overweight women
2) Compelling efficacy, safety, and PK data in women with high BMI

“Most 
Likely” 

9% $1,620M $940M $610M (1) – (2) same as above, plus 
3) Beneficial efficacy/safety labeling claims for obese women 
4) Superior efficacy in obese women (historical comparisons)
5) Reduced risk of VTE in obese women (historical comparisons)

“Best” 11% $1,980M $1,150M $750M (1) – (5) same as above. plus
6) Beneficial efficacy labeling claims for overweight women 
7) Superior efficacy in overweight women (historical comparisons)

NUVOCEPTTM: Projected Peak Annual Sales 

1GROSS sales at Wholesale Acquisition Costs (WAC);  2 NET sales = GROSS sales minus rebates, discounts, and other pricing adjustments;
3EBITDA = earnings before interest, taxes, depreciation, and amortization; 
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NUVOCEPTTM: Additional Commercial Metrics 
Projected Cumulative US Sales (Billions of Dollars)     

in 2025-2032 (prior to the Patents’ Expiration)

$2.4B
$3.6B

$6.2B

$3.3B

$5.2B

$8.8B

$3.7B

$5.7B

$9.7B

EBITDA NET SALES GROSS SALES

"Worst" "Most Likely" "Best

Valuation 
Scenarios

NPV

“Worst” $770M

“Most Likely” $1,060M

“Best” $1,140M

Projected NPV (Net Present 
Value) after the FDA Approval  



NUVOCEPTTM: An Opportunity Could be Much Greater  

Our sales projections are very conservative 
‐ Due to the US market trends, the number of prescriptions and the net selling price could be higher  

1

27

An addressable population should not be limited to overweight pill users  
‐ It will also include women with high BMI that are using other methods or no contraceptive at all  

A better label vs. leading US and EU brands for women with normal weight           
‐ While it is not our initial target population, normal‐weight women may also request Nuvocept   

4

The Nuvocept patent protection could be substantially extended     
‐ We will be pursuing new US and ex‐US patent applications   

5

A sound option for overweight women seeking non-contraceptive health benefits    
‐ The Nuvocept clinical features will likely support 1‐2 additional (non‐contraceptive) indications 

3

2



NUVOCEPTTM – Further Commercial Details   
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• Approved with a differentiated label for
obese and overweight women

• Recommended as the 1st line combined 
oral contraceptive for this population

• Mandated contraceptive coverage 
under ACA (Affordable Care Act)

• Preferred brand tier for most plans

• Favorable cost-effectiveness analysis 
and pharmacoeconomic modeling

Favorable Market Access & Coverage Sales Model and Sales Force 

• The sales model, including promotional 
costs, is based upon the experience with 
Bayer, J&J, Merck, Allergan and other 
contraceptive market leaders1

• The projected sales force (70-100 reps) is 
consistent with Merck (Nuvaring©) and 
Abbvie (Lo Loestrin® Fe) practices

• In absence of other exclusive brands for 
overweight women, a successful social 
marketing campaign is highly probable   

Sources: 1ARSTAT Inc. (Data on file)



Why PREMRINGTM?
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A MAJOR UNMET NEED ‐ A therapy which is:
• Effective
• Safe
• Can be administered long‐term, reducing the need for surgeries

BUT

THUS

* Prevalence among women aged 15‐49 years 

10% have endometriosis*,1 25% have symptomatic uterine fibroids*,2

Prevalent and Painful Disorders

Radical surgeries  (At least 600,000
hysterectomies per year in the US)

Troublesome medications (side effects ‐ hot 
flashes, bone loss, irregular menstrual bleeding)

Existing treatments offer only modest symptom relief and/or are not safe 

Sources: 1/www.endtoendo.com ((2019), 2Viswanathan (2007) 

http://www.endtoendo.com/Endometriosis_Prevalence_End_to_Endometriosis.html


PREMRINGTM: Optimal Use of the Most Promising Drug 
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• US annual sales may exceed $1.33B 

• Could capture >$1B worldwide in 
each indication

Likely Global Blockbuster1

4

• Robust clinical data from SPRM 
studies (oral and vaginal routes)

• Known technology and prototypes  

Low-Risk
• Efficacy testing starts with Phase IIb  

• Abbreviated 505(b)(2) NDA 

Clinically Advanced 

• < $8M to reach Phase III

• It will be sold in 3‐3.5 years

Rapid, Low-Cost Program2

3
PREMRINGTM

First‐in‐class medicated vaginal ring delivers ultra‐low doses of a well‐studied SPRM* 
directly to affected tissues for unmatched efficacy and safety 

* SPRM  = Selective Progesterone Receptor Modulator 

A potential breakthrough solution for highly prevalent,                       
poorly treated disorders



PREMRINGTM – Targeted, Controlled Delivery of SPRM 
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• Fibroid and endometriosis growth is steroid dependent, and 
progesterone has a critical role in it 

• Proven efficacy of oral SPRMs 1,2

• Drug is delivered directly to fibroids or endometrial implants 
• Proven mechanisms of vagina‐to‐uterus drug transport (“first 

uterine pass effect.”)3,4

• High local drug concentrations ensure a maximum impact on 
progesterone receptors5

• Strong therapeutic effects at a small fraction of usual oral dose6

•Very low circulating drug levels and fewer adverse events
• Inhibition of targeted cells does not affect surrounding   

healthy muscle7

Right Drug

Where It Is 
Needed Most

For Greater 
Efficacy 

And Better 
Safety

1

2

3

4

A Novel, Highly Beneficial Approach

Sources: 1Spitz(2010), 2Chabbert‐Buffet (2005), 3Buletti (1997), 
4Iker (2008), 5Ficicioglu (2004), 6Kuhl (2005), 7CDB‐2914 (2006) 



32

Projected Peak Annual Sales (US Only)

Valuation 
Scenarios

Uterine Fibroids Endometriosis Both 

Market Share Peak Annual 
Net Sales Market Share Peak Annual 

Net Sales 
Peak Annual 

Net Sales

“Most Likely” 2.5% $570M 3% $760M $1,330M

“Best” 3.5% $800M 3.5% $890M $1,690M

PREMRINGTM: Superior vs. Existing Therapies

Not just pain relief; the size of 
fibroids and implants is also reduced

Unlike NSAIDs
A significant shrinkage of uterine 

fibroids and endometrial implants

Unlike oral SPRMs

No hot flashes, vaginal dryness or 
decrease in bone density 

No permanent amenorrhea or 
other hormonal side effects

Unlike GnRH agonists and 
antagonists

Unlike progestin-only and 
combined contraceptives

UNLIKE ANY 
COMPETITOR

PREMRING is 
designed as a 

curative option. 
Competitors focus on 

the symptoms. 



Why ENHANTATM?
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A MAJOR UNMET NEED – A single non‐hormonal therapy which is:
• Effective 
• Safe
• Able to maintain regular menstrual periods 

BUT

THUS

55% need medications for menstrual pain1,2

Painful and heavy menstrual periods are highly prevalent 

There is no effective treatment 

To offer relief without suppressed menstrual periods and/or temporary loss of fertility

30% have abnormally heavy bleeding3

BUT

THUS

Sources: 1Healthline (2019), 2Head (2019), 3Singh (2013).



34* NSAID = Nonsteroidal anti‐inflammatory drug

Innovative oral drug formulation that combines two popular medications (NSAID* and 
tranexamic acid) in the safest and most efficacious way  

• Two valuable formulations (Rx and 
OTC) with no competition 

• Expected US net sales > $500M/year 

Potential Market Leader1

4

• Phase IIb ready  

• Potential Phase III asset (FDA 
confirmation needed)

Clinically Advanced
Known efficacy and safety of each 
component of the drug combination 

Low-Risk

• < $17M in projected R&D costs

• < 4 years to the US market

Fast, Easy Program 2

3ENHANTATM

ENHANTATM: Likely First-Line for > 25 Million US Women  

First-in-class single non-hormonal therapy for painful and 
heavy menstrual periods



Why DUACEPTTM?

A NEED FOR AN INTERMEDIATE REGIMEN that combines:
• Higher‐and lower‐dose formulations
• In the safest and most efficacious way

35

Wide consensus: an ideal oral contraceptive must have the safest progestin
(LNG) and the  lowest tolerable estrogen (EE) dose1

Higher dose (150 mcg LNG/30 mcg EE) ‐
increased risk of hormonal side effects2,3

Lower dose (100 mcg LNG/20 mcg EE) ‐
bleeding problems, high discontinuation rates4,5

Two existing LNG/EE formulations have their limitations

BUT

THUS

Sources: 1Rabe (2011), 2Telford (2016), 3Milsom (2013), 
4Endrikat (2001), 5Williams JK (2004) 



DUACEPTTM: Strong Brand for Normal-Weight Women 

36

Patented, clinically beneficial mix of two popular pills – a safer alternative to a European 
“gold standard” in combined oral contraception 

• US annual net sales may exceed $140M

• An improved version of the top  brand 
with > 50% EU market share 

Commercially Appealing1

4

• A wealth of supporting clinical data

• Validated by the FDA endorsement of 
an abbreviated  clinical program 

Low-Risk

• Confirmed by the FDA

• In some countries, it may be approved
with no new clinical data

Phase III-Ready 

• ~ $5M if developed in parallel with 
NUVOCEPT

• < 3.5 years to the US market

Rapid, Low-Cost R&D2

3
DUACEPTTM

NUVOCEPT and DUACEPT target different populations and are 
not competing against each other



Arkady Rubin, PhD
Chief Scientific Officer and Acting CEO
+1 347‐385‐0878
arubin@arstatinc.com
www.arstatinfo.com

Seeking Investors and Partners  

ARSTAT Pharmaceuticals 
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Advancing Transformational Products for                               
Millions of Women
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