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SAFE HARBOR STATEMENT
Certain information set forth in this presentation contains “forward-looking information,” including “future-oriented financial information” and “financial outlook,” under applicable
securities laws (collectively referred to herein as “forward-looking statements”). Except for statements of historical fact, the information contained herein constitutes forward-looking
statements and includes, but is not limited to, the (i) projected financial performance of the RELIEF THERAPEUTICS Holding AG (“Relief” or the “Company”); (ii) the expected
development of the Company’s business, projects and joint ventures; (iii) execution of the Company’s vision and growth strategy, including with respect to future M&A activity and
global growth; (iv) sources and availability of third-party financing for the Company’s projects; (v) completion of the Company’s projects that are currently underway, in development
or otherwise under consideration; (vi) discussion of the Company’s material agreements; and (vii) future liquidity, working capital and capital requirements. Forward-looking statements
are provided to allow potential investors and other parties the opportunity to understand management’s beliefs and opinions in respect of the future so that they may use such beliefs
and opinions as one factor in evaluating an investment or other matters.
These statements are not a guarantee of future performance and undue reliance should not be placed on them. Such forward-looking statements necessarily involve known and
unknown risks and uncertainties, which may cause actual performance and financial results in future periods to differ materially from any projections of future performance or results
expressed or implied by such forward-looking statements.
Although forward-looking statements contained in this presentation are based upon what management of the Company believes are reasonable assumptions, there can be no
assurance that forward-looking statements will prove to be accurate, as actual results and future events could differ materially from those anticipated in such statements. The
Company undertakes no obligation to update forward-looking statements if circumstances or management’s estimates or opinions should change except as required by applicable
securities laws. The reader is cautioned not to place undue reliance on forward-looking statements.

KEY INVESTMENT HIGHLIGHTS
Commercial-stage
biopharmaceutical company
with deep clinical pipeline
targeting high unmet needs

• Targeting areas where clinical development can be swift and cost-effective, while sales and
distribution can be streamlined; current focus on rare metabolic, specialty dermatology and
pulmonary diseases
• Clinical programs based on molecules with well-established safety and tolerability profiles and either
initial human therapeutic activity or proof-of-concept, or a strong scientific rationale
• PKU GOLIKE® for the treatment of phenylketonuria (PKU)

Two near-term U.S. product
launches with best-in-class
characteristics

Strong financial position to
support multiple clinical
programs through key value
inflection points
MSUD = Maple Syrup Urine Disease

‡
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• Optimized Rx medical food product based on proprietary PHYSIOMIMIC™ technology
• Already available in multiple EU markets; U.S. commercial launch in Q4 2022
• Controlled-release delivery, maintaining multiple amino acids in physiological range
• ACER-001 for the treatment of Urea Cycle Disorders (UCDs)
• Taste-masked, immediate-release formulation of sodium phenylbutyrate (NaPB)
• Worldwide collaboration agreement with Acer Therapeutics in UCDs and MSUD‡
• 505(b)(2) New Drug Application (NDA) to FDA in mid-July 2022; PDUFA date Jan. 15, 2023
• Potential U.S. regulatory approval in late 2022 or early 2023
• Available cash position of ~CHF29M (U.S.~$30M) as of end-August 2022; no debt
• Operational runway well into 2023
• U.S. ADR program in place with near-term objective to up-list to Nasdaq in the U.S. during Q3-Q4 2022
• F-1 Offering Statement filed with SEC on August 23, 2022
• Slated to reach operating cash flow breakeven in late 2024 and positive operating cash flow in early 2025

MISSION STATEMENT

FOCUS ON DISRUPTIVELY AND INNOVATIVELY CHANGING THE LIVES OF PATIENTS WITH RARE DISEASES
Why

How we do it

We help patients and care givers to live their best possible life and exploit their full potential
§

Risk Mitigated/Capital Efficient Approach

§

Reformulation/Optimization/Repurposing

§

Lean organization

Leverage our internal R&D Labs and expertise in drug delivery systems and development to identify and take to market new
patent protected products
Focus on reformulation and repurposing of drugs with a history of proven safety and efficacy
Key strategic functions are internalized, while certain development activities are outsourced to select vendors

Identify, develop and commercialize best-in-class, patent-protected products in selected rare and ultra-rare disease
areas on a global basis:
What we do

Who we are
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§

Currently in 3 therapeutic areas where we best leverage our internal know how and assets: Rare Metabolic Disorders,
Rare Skin Diseases and Rare Respiratory Diseases

§

Direct commercial footprint in US and EU, coupled with a strong commercial partner network in RoW

Swiss, commercial-stage, publicly traded biopharma company focused on select rare disease areas

COMPANY SNAPSHOT

COST-EFFECTIVE, CAPITAL-EFFICIENT APPROACH TO DRUG DEVELOPMENT AND COMMERCIALIZATION
• Flagship PKU GOLIKE® marketed product line for management of patients with phenylketonuria (PKU)

Focused on launching
• Established sales and marketing presence in multiple European countries (Germany, Italy, and Switzerland)
products in rare and specialty • Full U.S. commercial operations built out in 2022 (core sales, marketing & market access teams)
indications
• Lean operating structure and capital-efficient R&D engine

Active strategy to expand
pipeline

• Collaborating with Acer Therapeutics for worldwide development and commercialization of ACER-001
(planned U.S. trade name Olpruva™) for urea cycle disorders (UCDs) and maple syrup urine disease (MSUD)
• U.S. launch of ACER-001 during 1H23 pursuant to NDA approval in January 2023
• Continued potential for development of legacy asset aviptadil (RLF-100®) in multiple pulmonary disorders,
including ARDS*, ALI**, CIP*** and Sarcoidosis (proof-of-concept sarcoidosis Phase 2 trial starting in 2023)
• Collaborating with InveniAI for use of their proprietary AI and machine learning platform to identify possible
rare and specialty disease drug candidates

Transformative APR acquisition
created a forward integrated,
highly nimble specialty drug
company with core technology
platforms for growth

• Accretive to earnings from day one; provided commercial infrastructure to drive future product launches
• Diversified clinical-stage pipeline, while adding synergistic programs and valuable out-licensing opportunities
• Marketed and late-stage products provide near- and medium-term revenue growth potential
• Contract R&D services division provides high-margin complementary revenue
• In-house R&D expertise in reformulating and repurposing existing active pharmaceutical ingredients (APIs)

*ARDS = Acute Respiratory Distress Syndrome; **ALI = Acute Lung Injury; ***CIP = Checkpoint Inhibitor-Induced Pneumonitis
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PRODUCT PORTFOLIO AND PIPELINE
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INVENIAI COLLABORATION AGREEMENT

ARTIFICIAL INTELLIGENCE AND MACHINE LEARNING TO IDENTIFY RARE AND SPECIALTY DISEASE
DRUG CANDIDATES
ABOUT
• Through this collaboration agreement, Relief has access to the following InveniAI assets:

•

•

Proprietary Pharma Big Data Innovation Lab platform and cloud-based AI AlphaMeld® platform, utilizing machine learning and deep learning-based
neural networks with big data analytics to identify product opportunities in rare and specialty diseases

•

Cross-functional teams at its Integrated Center of Excellence

•

Domain expertise to generate novel pharmaceutical opportunities and the related development pathways

InveniAI is responsible for conducting initial validation of the product concepts for presentation to Relief

HIGHLIGHTS
•

Capital-efficient and risk-mitigated approach to product development (initial focus on repositioning existing, well-known and approved APIs)

•

Complementary to APR Applied Pharma Research SA’s existing capabilities in research, drug development and drug reformulation

TERMS
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•

Initial up-front payment of U.S. $500,000

•

Success-based opt-in fees and milestone payments

•

Sales-based royalty payments of 3%
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RARE METABOLIC DISORDERS

PKU GOLIKE® and ACER-001

ACER-001: TASTE-MASKED, IMMEDIATE-RELEASE
FORMULATION OF SODIUM PHENYLBUTYRATE (NAPB)
PROFILE
• Small molecule
• Microparticles consisting of core center, layer of active
drug and taste-masking coating that quickly dissolves in
the stomach but persists for up to five minutes in the mouth
• Avoids bitter taste while allowing for rapid systemic release

MOA

MOA
• UCDs: NaPB is a prodrug of phenylacetate, a NH4+
scavenger
• MSUD: NaPB is an allosteric inhibitor of BCKD kinase

• Can be taken in fed or fasted state

LEAD INDICATIONS

OPPORTUNITY

• Urea Cycle Disorders (UCDs): Group of metabolic genetic
diseases that lead to toxic build-up of NH4+ (ammonia)

• UCDs: >2,000 patients in the U.S.; ~700 patients treated
with sodium/glycerol phenylbutyrate

• Maple Syrup Urine Disease (MSUD): Metabolic genetic
disease that leads to toxic build-up of leucine and other
branched-chain amino acids

–

Non-compliance is a major issue

• MSUD: ~800 eligible patients in the U.S.
– No approved treatments
• Advantageous orphan pricing with robust program to
support patient access and reimbursement
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PKU GOLIKE®

DRUG TECHNOLOGY APPLIED TO A MEDICAL FOOD
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GOLIKE®: MAXIMIZING THE OPPORTUNITY IN PKU
INDICATION:
• Rare metabolic disorder that hinders the ability to create the enzyme to break down
the amino acid phenylalanine, resulting in a dangerous build-up when eating foods
containing protein or aspartame
• High levels can lead to neurophysiological dysfunction
• Patients require supplementation of amino acid-based foods for special medical
purposes (FSMPs) to prevent protein deficiency and optimize metabolic control
• Compliance suffers as FSMPs have poor taste and odor, leading to diminished
social interaction
MARKET OPPORTUNITY
• Approximately 350,000 people suffer from PKU*
• Current PKU FSMP market is approximately $400 million annually, worldwide
• GOLIKE® commercial rollout ongoing in Europe; Launch in U.S. in Octorer
2022.
• Expansion on orphan drug designation of APR-OD031 for PKU
*National Organization for Rare Disorders (NORD)
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POTENTIAL BEST-IN-CLASS,
DIFFERENTIATED PROFILE
• The first controlled-release,
taste- and odor-masked amino
acid mix that overcomes the
issues of other FSMPs
• The first FSMP engineered with
a drug delivery technology
(Physiomimic
Technology):
offering improved metabolic
management
and
better
compliance for PKU patients of
all age groups

ACER-001 FOR ULTRA-RARE METABOLIC DISORDERS
A COST-EFFECTIVE, TASTE-MASKED ALTERNATIVE
Taste-masked formulation improves palatability & tolerability
vs BUPHENYL®
Bioequivalence trials showed ACER-001 has similar relative bioavailability to BUPHENYL® under both fasted and fed conditions
New fasted (pre-meal) dosing data suggest ability to optimize
Rx dosing approach*
Pricing projected to be significantly lower than current RAVICTI ® price

~2,100 UCD
Patients in U.S.

~1,100 UCD Pts
Actively Managed

~700 Drug
Treated Pts**

~400 Rx Status
“unknown”

Robust patient support services program to remove barriers to care
Payer engagement strategy to alleviate insurance paperwork
and support switching
Commitment to support the UCD community and on-going
disease research

BUPHENYL®/
Generic Patients**

RAVICTI®
Patients**

~20%-30% of market
~140-200 pts

~70%-80% of market
~500-560 pts

* Acer intends to seek FDA approval to market ACER-001 for administration initially under fed conditions for treatment of UCDs. Pre-meal administration of ACER-001 in UCDs will require additional nonclinical and clinical studies to
demonstrate efficacy and safety and is subject to additional capital
** Payer Claims Data on File
12

Relief Corporate Presentation

ACER-001
COLLABORATION DEVELOPMENT & LICENSE AGREEMENT WITH ACER THERAPEUTICS
GEOGRAPHIC RESPONSIBILITIES

Rest of World,
including Europe

• Potential total of $6 million in remaining regulatory milestones to Acer*
505(B)(2) NDA: LABELING FINALIZED
• Original PDUFA Date June 5, 2022
• Complete Response Letter (CRL) received in late June 2022

US | Canada | Brazil |
Turkey | Japan

• Product labeling finalized; packaging facility inspection now sole
requirement prior to formal regulatory approval
• NDA resubmitted in July 2022; PDUFA target action date January 15, 2023

PROFIT SPLIT/ NET SALES ROYALTIES
Country
U.S., Canada, Brazil, Turkey, Japan (PROFIT)
Europe, Rest of World (NET SALES ROYALTY TO ACER)

*Based on first European (EU) marketing approvals for UCDs and MSUD
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Relief

ACER

60%

40%
15%

RARE PULMONARY DISEASES

APPLICABILITY ACROSS VARIOUS INDICATIONS

RLF-100® IN PULMONARY INDICATIONS:
FUTURE U.S. COMMERCIAL PERSPECTIVES
COMMERCIAL
OPPORTUNITY
SUPPLY CHAIN
REGULATORY
IV and inhaled formulations
Orphan Drug designation in pulmonary
sarcoidosis and berylliosis
Phase 2 trial in pulmonary sarcoidosis
slated to start in 1H23
Potential pivotal development initiation
in early 2025
Potential NDA submission in late 2026

Bachem
Long-time manufacturer of RLF100® Ability to scale up rapidly
Cost effective manufacturing
Nephron
Core competencies in sterile injectables
PolyPeptide Group

Potential for orphan drug pricing in various
indications, including berylliosis and
pulmonary sarcoidosis
Issued patent covering aviptadil formulations
valid in U.S. until 2029
Possibility to obtain additional patent protection
around novel formulations to extend
commercial window beyond 2040

Additional aviptadil acetate supplier
Additional potential manufacturing
and distribution partnerships
(U.S. and ex-U.S.) under discussion

Relief to explore PARTNERSHIPS and DISTRIBUTION AGREEMENTS to facilitate access to RLF-100® as broadly as
possible in regions wherein it does not intend to establish its own commercial infrastructure (e.g., emerging markets)
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RLF-100® IN PULMONARY SARCOIDOSIS
INDICATION
• Sarcoidosis is a rare disease in which the inflammatory process involves the alveoli (air sacs), small bronchi, and small blood
vessels. As sarcoidosis progresses, small lumps, or granulomas, appear in the affected tissues which tend to remain inflamed
and become scarred (fibrotic). Granulomas are structured masses composed of activated immunological cells (macrophages,
lymphocytes, mast cells and fibroblasts).
• Orphan Drug Designation granted in 2021 by the U.S. FDA
TRIAL
• An open-label proof-of-concept trial (Avisarco II) in 20 patients with histologically proved sarcoidosis and active disease
• Nebulized RLF-100® was administered for 4 weeks
RESULTS
• RLF-100® significantly restored immune tolerance by promoting regulatory T-lymphocytes, improved CD4/CD8 ratio and
normalized TNF-α production
• Improvement could also be seen in sarcoidosis-relevant biomarkers
• RLF-100® shown to be safe and well-tolerated
NEXT STEPS
• Phase 2b dose-ranging 12-week study in 72 patients with pulmonary sarcoidosis using inhaled aviptadil – pre-IND meeting
with FDA is planned to confirm the dosing regimen plus efficacy and safety endpoints
• Trial slated to start in 2023
• Received regulatory clearance by the German medical regulatory authority Bundesinstitut für Arzneimittel und
Medizinprodukte (BfArM) to conduct a randomized, double-blind, multicenter clinical trial in sarcoidosis patients.
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RARE CONNECTIVE TISSUE DISORDERS
TARGETING EPIDERMOLYSIS BULLOSA

APR-TD011: TARGETING EPIDERMOLYSIS BULLOSA (EB)
INDICATION
• Epidermolysis Bullosa (EB) is a group of rare, genetic, life-threatening
connective tissue disorders characterized by skin blistering throughout
the body and risk of severe impact to internal organs
• Orphan Drug Designation granted in late 2019 by the U.S. FDA
MARKET OPPORTUNITY
• It is estimated that EB affects ~250,000 EB patients worldwide, with
~30,000 patients in the EU and ~20,000 patients in the U.S., according
to the EB Research Partnership
• In a preliminary proof-of-concept clinical trial, EB patients administered
APR-TD011 demonstrated improvement in skin blistering and tissue
repairing in just two weeks of treatment – well tolerated and favorable
safety profile established in over 300 subjects
• Phase 2 investigator-initiated clinical trial slated to start during the
fourth quarter of 2022; U.S.$1bn/year global market potential*
*Company reports
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POTENTIAL BEST-IN-CLASS,
DIFFERENTIATED PROFILE
• TD011 is a proprietary formulation of
hypochlorous
acid
(HClO)
sprayable
solution that combines a powerful antimicrobial action with anti-inflammatory
properties and has the potential to become
one of the first drugs approved for EB
• First product specifically developed for EB
patients that provides a complete
treatment to prevent or reduce infections
and inflammation via modulation of the
wound microenvironment to accelerate a
faster physiological wound healing rate

TEHCLO: A UNIQUE SOLUTION TO TREAT EB LESIONS

FEATURES

Good Safety profile

pH

< 3.0

ORP

> 1100 mV

Osmolarity

8.20 mOsm/l
hypotonic
solution

Free Chlorine
Assay

40 - 70 ppm

HClO

~95 %

Stability

At least 24
months at 25°C

Wide-spectrum and strong antimicrobial activity
with no antibiotic resistance
Modulation of inflammatory mediators
Tissue regeneration properties
Easy to Use
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APR-TD011 AOS – EB POC CLINICAL TRIAL RESULTS
After only 2 weeks of treatment (2x/day):
Complete wound healing
Skin irritation improvement
Strong reduction of itching

•

A 32-year-old junctional EB (JEB) patient had a 2-year-old chronic, lower leg wound
that was unsuccessfully treated with the following: Amukina, Citrizan gel, Iruxol,
Gentalyn beta, Adaptic, Fitostimoline dressing – with no positive benefits
APR TD011 was applied 1x/day with an inactive dressing such as Adaptic.
.
After 4 weeks of treatment, the wound
area is clearly improved with increased
presence
of
granulation
tissue.
Inflammation and exudate are strongly
reduced. Patient reports a reduction of
pain and burning sensation at and
around the wound site and a preference
for APR-TD011’s easy-to-use spray
dosage form for wound management.
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Preliminary proof-of-concept
clinical trial in EB patients
demonstrated improvement
in skin blistering and tissue
repair in as little as two weeks
of twice daily treatment
•
•
•

•

•
•

Wound size reduction and
complete wound healing
Skin Irritation Improvement
Reduction in itching

Shown to be well-tolerated in
multiple clinical trials for
wound care
Favorable safety profile
POC trial basis for ODD

CORPORATE INFORMATION

STRONG MANAGEMENT AND FIRM FINANCIAL BASE

STRONG INTERNATIONAL MANAGEMENT TEAM…
EXECUTIVE MANAGEMENT

Jack
Weinstein

Chief Financial
Officer
30+ years of financial
sector and
healthcare industry
expertise
18 years of
experience in
healthcare-focused
investment banking
on Wall Street
Former CFO
of Catalyst
Pharmaceuticals,
a Nasdaq-listed
biopharma firm
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Nermeen
Varawalla,
M.D., Ph.D.
Chief Medical
Officer

More than 30 years
of international
expertise in clinical
trials, regulatory
matters and medical
affairs.
Former CMO and
Head of Clinical
Development for
Atlantic Healthcare
plc. Also held senior
roles at BTG plc
(acquired by Boston
Scientific for $4.2
billion in 2019)

Anthony Kim

Paolo Galfetti

Jeremy Meinen
Chief Accounting
Officer

Marco Marotta

President, Relief
Europe

Highly experienced
pharmaceutical executive
with a successful track
record in launch
executions, strategic
planning, and marketing
across a variety of
indications

More than 20 years
of life science
experience, including
managerial, R&D,
business development,
licensing and strategic
planning

Swiss certified
public accountant

International
experience in
operations, sales and
BD within the
pharmaceutical
sector

Senior Vice President
and Head of U.S.
Commercial Operations

Formerly at Novocure,
Alexion Pharmaceuticals
(acquired by AstraZeneca
for $39 billion in 2021) and
Genentech (part of the
Roche Group), responsible
for product marketing and
commercialization

Nearly 17 years as
CEO of APR Applied
Pharma Research S.A.
Chartered financial
accountant

Expertise in financial
consulting and
controlling activities
in various industries
and former licensed
audit expert

Chief Business Officer

Former Corporate
Director, Business
Development and
Licensing at APR
Applied Pharma
Research S.A.

…STRENGTHENED BY A GROWING U.S. COMMERCIAL TEAM…

Anthony Kim

Chris Wick

Drew Cronin-Fine

David McCullough

Highly experienced pharmaceutical
executive with a successful track
record in launch execution, strategic
planning and marketing across
multiple indications

Proven pharmaceutical professional
with more than 20 years of big
pharma
sales experience

Proven leader, with a successful track
record of launching numerous
products in the rare disease space,
with deep expertise in digital
technology, strategic planning and
team building

Highly experienced professional
with more than 20 years of
extensive commercial experience
working with payors, physicians and
specialty pharmacies to help ensure
access for patients and their families

Former Head of U.S. Marketing at
Intercept Pharmaceuticals for
OCALIVA® and
Cubist Pharmaceuticals (subsequently
acquired
by Merck) working on ZERBAXA®

Formerly at Mirum Pharmaceuticals,
Inc., Novartis Gene Therapies and
Spark Therapeutics, responsible for
patient access.

Senior Vice President and Head of
U.S. Commercial Operations

Formerly at Novocure, Alexion
Pharmaceuticals and Genentech,
responsible for product marketing
and commercialization
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Executive Director, Head of
U.S. Sales

Formerly Regional Sales Director for
Alexion Pharmaceuticals, leading the
launch of Soliris®. Previously with
GlaxoSmithKline and Novartis

Executive Director and Head of
U.S. Marketing

Senior Director and Head of
U.S. Market Access

…SUPPORTED BY A HIGHLY EXPERIENCED, ACTIVE BOARD
BOARD OF DIRECTORS

Ram Selvaraju, Ph.D., MBA

Tom Plitz, Ph.D.

Patrice Jean, Ph.D.

Paolo Galfetti

Michelle Lock

Managing Director & Senior
Healthcare Analyst, H.C.
Wainwright & Co., Equity
Research Division

CEO of Chord Therapeutics SA,
a privately-held biopharma firm
that Merck KGaA acquired in
December 2021

Chair of Hughes Hubbard's Life
Sciences group

President, Relief Europe,
CEO of APR Pharma and a
Chartered Financial Analyst

COO of Covis Pharma
Group

17 years of experience as a
leading biopharma sell-side
equity research analyst on Wall
Street (ranked #1 across all
sectors for portfolio return by
TipRanks in 2021)

20+ years of R&D experience in
senior management positions
in the pharmaceutical industry

Chairman of the Board

Former award-winning drug
discovery pharmaceutical
researcher at Serono in
Switzerland (acquired by Merck
KGaA for $15.6 billion in 2006)
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Board Member

Former Chief Scientific Officer
at Wilson Therapeutics, a rare
disease-focused firm acquired
in 2018 by Alexion (now part of
AstraZeneca) for $855 million

Board Member

Over a decade of experience
counseling leading and startup
pharmaceutical, chemical and
biotechnology companies in all
areas of patent law

Board Member

Practical and managerial
experience in clinical research,
pharmaceutical discovery and
development, business
development and licensing as
well as operational strategic
management and restructuring
Member of several Pharma
Licensing groups

Board Member

Nearly 30 years of
biopharmaceutical
strategic, operational and
commercial experience,
including 24 years at
Bristol-Myers Squibb and
subsequently as Head of
Europe and International at
Acceleron Pharma, which
Merck acquired for $11.5
billion in late 2021
Honorary Ambassador
between Switzerland and
the U.S. since 2018

CORPORATE INFORMATION:

SUFFICIENT RESOURCES TO SUPPORT CLINICAL DEVELOPMENT PROGRAMS
ACROSS MULTIPLE INDICATIONS
RELIEF SHARES – LISTED ON SIX AND U.S. OTCQB

CURRENT SHAREHOLDER STRUCTURE

FIGURES*
SIX:
OTCQB:
OTC: (U.S. ADR)
Shares

outstanding**:

Options outstanding:

RLF
RLFTF

26%

RLFTY
4,241,040,744

3%

FINANCING PLANS / OPTIONS
• Equity transactions
• Share Subscription Facility of up to CHF 50M (U.S.~$51M) in place
• Additional development and commercialization partnerships
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71%

APR Sellers
Freefloat

72,813,197
0

Warrants outstanding:

*Figures as of end of August 22,2022

GEM

** Excluding treasury shares ≈ 175 million shares

• Available cash position as of end-August:
~CHF 29M (U.S.~$30M)
• Cash runway well into 2023
• Low effective tax rate (Swiss Domicile): 14%

Expect to up-list near-term to
the Nasdaq in the U.S.
F-1 Filed August 23, 2022

NEWSFLOW AND UPCOMING INFLECTION POINTS
Q2
`22

Q1
`22

ü Execution
ü Sentinox Clinical Trial
Results

ü Issuance of patent

covering Aviptadil in
checkpoint inhibitorinduced pneumonitis (CIP)

of site contract
for investigator-initiated
trial with APR-TD011 in
epidermolysis bullosa

ü Issuance

of Chinese utility
model patent on ACER-001

ü Establishment of core U.S.
sales team

ü Tentative settlement with NRx
ü Resubmission of ACER-001
New Drug Application (NDA) to
FDA for review

ü Identification of another stable
formulation of RLF-100®
(aviptadil)

ü F-1 Filed
• NASDAQ up-listing
• Grant of ODD for aviptadil in
Sarcoidosis by EMA1

1) Subject to discussion/agreement with AdVita
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Q4
`22

Q3
`22

•

ACER-001 trial initiation in
maple syrup urine disease
(MSUD)

•
•

GOLIKE® launch in U.S.

•

Conduction of
bioequivalence study to
support regulatory approval
of liquid formulation of
existing PKU Rx drug

•

Product concept finalization
via InveniAI collaboration

Release of PKU GOLIKE®
clinical data to strengthen
marketing message

BRINGING PATIENTS RELIEF FROM SERIOUS DISEASES
WITH HIGH UNMET MEDICAL NEED
Looking to a Bright Future
•

Forward integrated, highly nimble specialty drug company

•

Deep pipeline ranging from Phase 1 through Phase 3

•

Active strategy to expand and diversify via both in-licensing and M&A

•

APR acquisition brought commercial sales and infrastructure; immediately accretive to earnings

•

Major near-term milestones anticipated for most advanced elements of portfolio: PKU GOLIKE® and ACER-001

•

Multiple therapeutic shots on goal remaining for RLF-100®

•

Sufficient funds to support clinical development programs across multiple indications

•

Operating cash flow breakeven in late 2024 driven by revenue from PKU GOLIKE®, ACER-001 and other products
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Thank You

