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Confidentiality and forward-looking statements

CONFIDENTIAL

This summary is provided on a confidential And limited basis, solely for your use as a part of your determination of whether to invest in the opportunity. This

summary is being provided in reliance upon section 105(c) of the jumpstart our business startups act of 2012 and sec rule 506 of regulation d, as amended, and is

intended solely for investors that are either qualified institutional buyers or institutions that are accredited investors (as such terms are defined under securities and

exchange commission (sec) rules). The distribution to you is made for informational purposes only and does not constitute an offer to sell or a solicitation of an

offer to buy securities, nor shall there be any sale of any of securities in any state or jurisdiction in which such offer, solicitation or sale would be unlawful prior to

registration or qualification under the securities laws of any such state or jurisdiction. Any such offer or solicitation will be made only to qualified investors pursuant

to the confidential offering and subscription documents and will be subject to the terms and conditions contained in such documents. Statements contained herein

are made as of the date of this document unless stated otherwise, and neither the delivery of this summary at any time, nor any sale of securities, shall under any

circumstances create an implication that the information contained herein is correct as of any time after such date or that information will be updated or revised to

reflect information that subsequently becomes available or changes occurring after the date hereof.

This summary may contain forward-looking statements. All statements other than statements of historical facts contained in this presentation, including statements

regarding future results of operations and financial position, business strategy, current and prospective product candidates, planned clinical trials and preclinical

activities, product approvals, research and development costs, grants, current and prospective collaborations, timing and likelihood of success, plans and

objectives of management for future operations, and future results of anticipated product candidates, are forward-looking statements. New risk factors and

uncertainties may emerge from time to time, and it is not possible to predict all risk factors and uncertainties. Except as required by applicable law, we do not plan

to publicly update or revise any forward-looking statements contained herein, whether as a result of any new information, future events, changed circumstances or

otherwise. Although we believe the expectations reflected in such forward-looking statements are reasonable, we can give no assurance that such expectations will

prove to be correct. Accordingly, readers are cautioned not to place undue reliance on these forward-looking statements. No representations or warranties

(expressed or implied) are made about the accuracy of any such forward-looking statements. There can be no assurance that the opportunity will meet your

investment objectives, that you will receive a return of all or part of such investment. Investment results may vary significantly over any given time period. The

appropriateness of a particular investment or strategy will depend on an investor's individual circumstances and objectives. We recommend that investors

independently evaluate specific investments and strategies.
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 Started with an idea in November 2017 – to build a non-needle product that was 
better than an EpiPen for the treatment of severe allergies including anaphylaxis

 My two partners – an interesting story:
◦ One is a retired PE partner – no life science experience
◦ One was a COO of a manufacturing business in the clothing/fashion industry – but is 

anaphylactic as well as two of her children
◦ Connected to me via a network connection to bring on pharma development experience

 Raised first round of seed capital in December 2017
 Started pre-clinical work in 2018
 Filed the IND and started clinical work in 2019
 Ran the company with three people with input from corporate advisors and 

outsourcing partners
 Complete out-sourcing model
 2018 – 2022; did five rounds of fund-raising totaling about $100MM

CONFIDENTIAL



Starting at the end…….
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The current US anaphylaxis market is dominated by auto-injector 

devices
Manual Syringes

• Auto-injectors account for ~90-95% of anaphylaxis injectable volume market share in 2021, mostly used in the out-

patient setting. 

• Branded EpiPen accounted for ~2% volume share in 2021, with its low share attributed to launch of generic 

EpiPen.

• AUVI-Q accounted for ~4% share by volume in the epinephrine market for 2021

• Adrenaclick was discontinued in 2012 by Shiongi and relaunched by Amedra in 2013

• Symjepi accounted for <1% epinephrine volume market share in 2021

Epinephrine Auto-Injectors (EAIs)

Market leader with branded 

and authorized generic 

options 

Branded EAI alternative 

with perceived superior 

form factor to EpiPen 

Generic and branded EAI 

alternative with limited 

adoption

Syringe and vial kits 

primarily for hospital 

use

Branded pre-filled 

syringe with limited 

adoption

Current US anaphylaxis market overview 

SOURCES: IQVIA MIDAS,  Business Insider, 2016;. Gov.info, 2016; FDA.gov;  FDA.gov; Forbes, 2017

https://www.fortunebusinessinsights.com/epinephrine-market-104291

Bryn Pharma GtM and Forecast

https://www.businessinsider.in/stock-market/epipen-is-going-to-have-some-competition/articleshow/55071505.cms
https://www.govinfo.gov/content/pkg/CHRG-114hhrg24914/pdf/CHRG-114hhrg24914.pdf
https://www.fda.gov/media/127690/download#:~:text=To%20address%20continued%20shortages%20of,a%20review%20of%20stability%20data.
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/adamis-pharmaceuticals-corporation-issues-nationwide-voluntary-recall-symjepir-epinephrine-injection#:~:text=Potential%20Manufacturing%20Defect-,Adamis%20Pharmaceuticals%20Corporation%20Issues%20Nationwide%20Voluntary%20Recall%20of%20SYMJEPI%C2%AE,announcement%20as%20a%20public%20service.
https://www.forbes.com/sites/matthewherper/2017/01/19/epipen-competitor-auvi-q-to-be-free-for-most-patients-but-cost-4500-for-insurers-in-rube-goldberg-scheme/
https://www.fortunebusinessinsights.com/epinephrine-market-104291
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UTULYTM potential clinical profile based on completed studies1

CONFIDENTIAL

✓ Potential best-in-class PK release profile (T-max, C-max, AUC) compared to EpiPen®1 which is the 

current market standard. Works quickly with similar epinephrine concentration levels in first 10 minutes 

post-dose compared to EpiPen®1, provides therapeutic levels of epinephrine twice as long as an 

EpiPen®, and has potential dosing advantages 

✓ PD response (HR and blood pressure) comparable to EpiPen®1

✓ Congestion improves absorption

✓ Safe and well tolerated without added risks of needle injection

✓ Convenient and easy-to-use. In HF studies, children as young as 8-years have been able to use the 

product correctly

✓ No difference between nurse and self-administration

✓ Faster time-to-treat as patients indicate willingness to use UTULYTM 5-10 minutes sooner than an 

autoinjector such as EpiPen® 

Patient-driven solution 

addressing key barriers 

associated with EpiPen® 

and other comparable 
autoinjectors

1All UTULYTM profile attributes are based on numerous completed clinical studies comparing UTULYTM to EpiPen® Authorized Generic 

(Viatris) and manual syringe injections of epinephrine. Statements relative to to competing epinephrine options are based on an 

assessment of UTULYTM clinical study results and published results for competing products



How did we get here?
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 Started with an idea based on a clear and recognized unmet patient and 
medical need – Replacing an EpiPen with a better product

 Finding funding sources – building value and investors over time in a step-
wise manner
◦ Develop a realistic plan, time and cost estimate

 Spend time and money to get realistic inputs, guidance and advice

◦ Manage your expectations
◦ Starting with like-minded friends, family, angel, foundations, small business grants

 Can you sell your story?

◦ Develop proof of concept
 Pre-clinical model?

 Demonstration of feasibility

 Is there a need?

 Is there a market that warrants the investment for return?

 Competition?

 IP?

CONFIDENTIAL
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 The development plan becomes essential:
◦ Focus on the answer to a very basic question: “What do you want to be when you 

grow up?”

◦ Know what you want to do/have to do by when

◦ Remember everything will take longer and cost more than you think

◦ Develop a realistic budget to achieve that goal + contingencies

◦ Ensure that you have the right team (internal and/or external) to accomplish the 
goal and demonstrate that you have the wherewithal to get things done

 Focus on the essentials defined in the plan
◦ How much money do you need to accomplish that milestone?

◦ How long will it take to get there?

◦ Manage your cash and burn rate to be able to reach the milestone
 Easier said than done

CONFIDENTIAL
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 Once you know that, then:
◦ What does the end product/data package have to be at each milestone?

 What is the fastest, cheapest and more expeditious path to that end?

◦ Define what do you REALLY need when – don’t get distracted with what would be 
“nice” to have

◦ Define what data do you REALLY need to reduce risk?
 Development risk

 Clinical, CMC, tox, safety, etc.

 Regulatory risk
 Conduit to/from FDA

 IP risk
 No/weak IP – skeptical/no investor

 Investor risk
 Exit and multiples 

 Meeting milestones translates to higher valuations

CONFIDENTIAL
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 Stage your fund raise:
◦ Investors invest in people (management team) with good science and a real opportunity
◦ Understand where and how much are you willing to give up in control and/or ownership

 Dilution and control issues are real and cannot be ignored

◦ Raise enough to get you to milestones plus contingency
◦ Chose your money sources carefully

 Not all funding sources are equal or be of strategic value; all have pros and cons

 Not all funding sources will have money to invest, nor will they be willing to invest in the stage your company is in

 You will need to kiss a many “frogs” to find your “prince”

 Remember, you are selling your story to a skeptical investor who is risk averse and looking for a profitable exit

 How do you stand out over other possible investments they are considering?

 Can you find their sweet spot?

◦ Always raise money when you still have some to spend 
 Don’t look desperate

◦ Achievement of each milestone increases valuation
◦ Achievement of each milestone changes your funding requirements and universe of possible funding 

sources

CONFIDENTIAL
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 If it was easy, anyone could do it
 Science, credibility, value and passion are requirements
 Patience and tenacity – don’t give up
◦ You will hear hundreds of “no’s” to a few “maybe’s” and 1-2 “yes’s”
◦ Take criticism politely and use what they say to adjust, revise and/or change your 

message
◦ Keep close to all contacts as:

 People move between investment groups
 Investment criteria change

 Funding sources change
 Relay progress and positive news

 Lastly, remember the difficult stuff takes a while to do, the impossible a 
little bit longer……

CONFIDENTIAL
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