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At Harmony Biosciences, we are driven by our shared conviction that 
innovative science translates into therapeutic possibilities, that focusing 
on real-world results can take new therapies from the clinic to the medicine 
cabinet, and that this can provide value for not only patients, but for all our 
stakeholders. Ultimately, our goal at Harmony is as much about delivering 
innovative, patient-centric solutions as it is about infusing the lives of those 
living with neurological diseases with hope, dignity, and the con dence that 
comes from knowing they are no longer overlooked, they are no longer 
alone, and they are at the heart of everything we do.



Dear Fellow Shareholders,

Five years ago, we set out to create a premier life science company focused on rare central nervous system 
diseases, knowing that developing treatments for neurologic conditions is e ceptionally di cult. Since then,  
we’ve assembled one of the best management teams in the industry and brought a very important medicine 
to patients living with comple  sleep wake disorders.  

oday, Harmony Biosciences’ overwhelming success ful lls that original vision. Harmony puts patients at the heart  
of everything it does and it delivered on its promise to improve the lives of people with rare neurological diseases.  
n ve short years, Harmony changed the lives of people living with narcolepsy and is working to bring its breakthrough 

treatment option to patients with idiopathic hypersomnia, rader- illi syndrome, and myotonic dystrophy. 

uch credit for this success goes to its rst chief medical o cer, e rey . ayno, . ., who the Harmony board 
of directors earlier this year named Interim CEO in recognition of his pivotal contributions to the commercial 
success of A I  pitolisant  and the overall corporate strategy. 

r. ayno, a nationally recogni ed neuroscience e pert, led Harmony’s clinical development program and regulatory 
strategy. et those facts do not fully capture his leadership in shaping corporate strategy. Since day one, he has 
been an integral member of the e ecutive management team, setting the course that led to Harmony’s successes. 
The board strongly believes his strategic vision provides a clear path to short- and long-term value for Harmony’s 
patients and shareholders.

In 2022, the Harmony team delivered another strong year of commercial performance and is now poised to build 
on those results through life cycle management and business development. Through its active development 
programs and a growing pipeline, Harmony plans to extend into other rare diseases, which would more than double 
its current diagnosed-patient opportunity.

The board is extremely proud of Harmony’s many achievements and can’t wait to see what this talented team 
accomplishes over the next ve years. 

Sincerely,
e rey S r nin

n er n , r n i cience
ec i e ir n, r ny i cience



Dear Harmony Biosciences Shareholders, 

After 12 years as a practicing neurologist taking care of patients, followed by 25 years  
in the industry, touching every aspect of the business, I have seen the impact  
that developing and delivering innovative treatments can have on patients and 
their families. I was eager to oin Harmony at the very beginning of the company’s 
ourney, and I am energi ed by the progress we have made to date. Harmony 

continues to be a growth story, and I am honored that the Board has asked me  
to lead the company forward in our next  phase of growth.
I am proud to say that 2022 was a very successful year for Harmony Biosciences 
as we continued to execute on our three-pillar growth strategy and focused on our 
unwavering commitment to patients living with rare neurological diseases, who are 
at the heart of everything we do. 
Highlighting our three pillars of growth in the context of Harmony’s 2022 overall 
performance o ers critical insight into our overall growth strategy and our intention 
to be the leading patient-focused rare neurological disease company. 
• Optimize WAKIX® (pitolisant) Performance: We saw another solid year of growth  

for WA I  in 2022, with revenues of .  million, representing a  increase 
year over year. Our performance re ects the strong commercial execution by our 
team, the underlying demand for WA I , and the signi cant unmet need that 
remains in the narcolepsy market. For 202 , we expect continued growth for 
WAKIX and believe that the vast market opportunity, which remains in narcolepsy, 
along with the meaningfully di erentiated product pro le of WAKIX, provides us 
with the ability to grow WAKIX for years to come. At Harmony, this also translates 
into an opportunity to help even more adult patients living with narcolepsy. 

• Expand Clinical Utility of Pitolisant: We experienced strong momentum in our Phase 3 
registrational trial in idiopathic hypersomnia in 2022, and in March 2023, we announced 
an accelerated timeline for completing the study, which, if successful, could lead 
to the next new indication for pitolisant. In Prader-Willi syndrome, we announced 
the successful completion of our Phase 2 study in 2022 and intend to advance 
this to a Phase 3 trial. Overall, our life cycle management programs for pitolisant 
in total could address unmet medical needs for up to 100,000 diagnosed patients 
living with idiopathic hypersomnia, Prader-Willi syndrome, and myotonic dystrophy. 

• Acquire New Assets: We continue to seek assets to build out a broad pipeline of 
rare/orphan neurology assets where we can leverage our existing expertise and 
infrastructure. We ended 2022 in a strong nancial position with 3  million  
in cash, cash equivalents, and investment securities, and will leverage this  
to acquire additional assets across a range of development stages with  
the potential to launch both during and after the WAKIX life cycle.

We remain very con dent in WAKIX being a potential 1 billion-plus franchise in the 
coming years via narcolepsy and additional indications. Harmony remains a growth story, 
with the focus on advancement of our life cycle management programs for pitolisant 
and acquisition of new assets to build out our pipeline to drive additional growth and help 
even more patients living with rare neurological diseases. With that as our focus, I am 
excited to lead the company forward in 2023 and beyond.
Sincerely,
e rey yn ,
n eri ie ec i e cer
ie e ic l cer
r ny i cience



2022 full-year performance demonstrated strong overall growth and momentum in our underlying business 
fundamentals. Full-year 2022 net revenue was 3 .  million, which represents a 3  increase from full year 2021. 
Our strong performance re ects not only the resilience and commitment of our team, but also speaks to the strong 
underlying demand for WAKIX.

Harmony Continues to Be a Growth Story

Talented Team & 
Solid Balance Sheet 
Positioned for Next 

Level of Growth

New Development 
Programs to Expand 
Portfolio, Treatment 

Options

Strong Commercial
Performance & Future 

Growth of WAKIX in 
Narcolepsy

Poised to Extend Pitolisant 
Value Proposition Beyond 
Narcolepsy with IH, PWS 

& DM

We ended the year with 3  million of cash, cash equivalents, and investment securities. On a full-year 
basis, we generated approximately 1 5 million of cash from operations. We have demonstrated consistent 
performance for the past three years across several of our key metrics. For the full year of 2023, we expect 
another strong year of revenue growth for WAKIX and remain very con dent in WAKIX being a potential  

1 billion-plus franchise in the years to come based on narcolepsy and additional indications.



Growth Pillar One – Optimize WAKIX® (pitolisant) 
Commercial Performance

WAKIX QUARTERLY NET REVENUE ($M)

Q4 19 Q1 20 Q2 20 Q3 20 Q4 20 Q1 21 Q2 21 Q3 21 Q4 21 Q1 22 Q2 22 Q3 22 Q4 22

$128.4
$117.2

$107.0

$85.3
$91.2

$80.7
$73.8

$59.7$56.3
$45.6

$38.0

$19.8

$6.0

~$909M Cumulative Net Revenue 
Since Launch

WAKIX ANNUAL NET REVENUE ($M)

$305.4

$437.9

FY 2021 FY 2022

43%

The continued growth in both the depth and breadth of our WAKIX prescriber base demonstrates the broad clinical 
utility of WAKIX and the broad narcolepsy patient opportunity for the brand. 

  
ye r er ye r

  
e en e

 er e ien n

*As of Q4 2022

95% of healthcare professionals surveyed with WAKIX experience stated they would prescribe at the 
same rate or increase their prescribing of WAKIX in the next 6 months.

50% of those with no prior WAKIX experience to date stated an intent to prescribe WAKIX in the next  
6 months.



Growth Pillar Two   
Expand Clinical Utility of Pitolisant 

Product / Indication Pre-IND Phase 1 Phase 2 Phase 3
Regulatory 

Filing1

Marketed 
Product

WAKIX®

Pitolisant

2

1. Includes New Drug Applications and supplemental New Drug Applications. 2. Trial conducted by Bioprojet and Bioprojet submitted regulatory package to EMA. Received positive 
CHMP opinion on January 26, 2023.

Pillar two of our company growth strategy is to expand the clinical utility of pitolisant toward potential new 
indications and additional patient populations living with rare neurological diseases. This begins with our 
development program in idiopathic hypersomnia IH . After the initiation of the IH trial in the second quarter  
of 2022, there was signi cant interest by both the patient community and healthcare professionals in our Phase 3 
I TU E study in adult patients with this rare neurological disorder. We continue to see strong momentum  
in the registrational trial, with approximately 5  of our clinical trial sites active by the end of 2022 and patient 
enrollment progressing quickly. In March 2023, we announced an accelerated timeline for completing the study.  
If this Phase 3 trial is successful, it could represent the next new indication for pitolisant in adult patients with IH. 
In November 2022, we announced that the top-line data in our Phase 2 proof-of-concept trial in Prader-Willi 
syndrome PWS  showed a positive signal on the primary outcome of excessive daytime sleepiness in this patient 
population. It is our intent to advance the PWS program to a Phase 3 trial.

“ We see pitolisant as a portfolio in a product opportunity and are taking a mechanism-based approach 
to our clinical development programs, driven by our conviction that innovative science translates into 
therapeutic possibilities. It is clear to us that the burden of living with rare neurological diseases is 
signi cant and a ects daily functioning. This has led us to using the model of patient-focused drug 
development, in which patient insights inform our clinical research programs, as we build a pipeline 
focused on potential, next-generation treatments to help people living with rare neurological diseases, 
where the needs are many and options are few.  - e rey M. ayno, M. .



Growth Pillar Three – Acquire New Assets

Harmony Biosciences strives to evolve into a leading 
pharmaceutical company focused on developing and 
commercializing innovative therapies for patients living with 

*As of December 31, 2022

Dedicated Business 
Development team

Acquire a portfolio of rare/orphan 
neurology assets and/or assets in other 
neurological diseases

Focus across both early- and later- 
stage assets

Potential synergies with WAKIX/current 
commercial footprint

and 

 in cash, cash equivalents and 
investments*

Additional  under delayed draw 
debt facility

Access to capital markets

In August 2022, along with our partner Biopro et, we announced a new development program for novel, 
pitolisant-based therapeutics that is designed to leverage Biopro et’s drug discovery capabilities 
in combination with our proven clinical development and commercial expertise in the US market. 
If successful, these e orts will expand Harmony’s franchise in narcolepsy by yielding one or more new 
products with the potential to launch during the WAKIX life cycle and designed to extend the pitolisant 
franchise and Harmony Biosciences  leadership position in rare neurological diseases.





THIS PAGE INTENTIONA  EFT B ANK

















o















 

























































































































































































































THIS PAGE INTENTIONALLY LEFT BLANK



THIS PAGE INTENTIONALLY LEFT BLANK



THIS PAGE INTENTIONA  EFT B ANK



Interim Chief Executive O cer and 
Chief Medical O cer

Chief Commercial O cer

Chief Financial O cer

Christian Ulrich
General Counsel

Harmony Founder and Executive Chairman 
Paragon Chairman and CEO

Antonio Gracias
Managing Partner/ 
Chief Investment O cer 
Valor Equity

Private Investor 
Former Chief Financial O cer 

iscover Financial Services

Leadership Team and Board of Directors

Corporate A airs and Public Policy

Chief Strategy O cer

Tricia Glover
Chief Compliance O cer

Human Resources

Managing Partner, Vivo Capital C

Juan Sabater
Partner
Valor Equity

Gary Sender
Former Chief Financial O cer, Nabriva plc 
Independent Board Member & Consultant

This report contains forward-looking statements within the meaning of the Private Securities itigation Reform Act of 1 5. All statements contained in 
this report that do not relate to matters of historical fact should be considered forward-looking statements, including statements regarding our product 
WAKIX. These statements are neither promises nor guarantees, but involve known and unknown risks, uncertainties and other important factors that 
may cause our actual results, performance or achievements to be materially di erent from any future results, performance or achievements expressed 
or implied by the forward-looking statements, including, but not limited to, the following: our commerciali ation e orts and strategy for WAKIX  the 
rate and degree of market acceptance and clinical utility of WAKIX, pitolisant in additional indications, if approved, and any other product candidates 
we may develop or acquire, if approved  our research and development plans, including our development activities with Biopro et and plans to explore 
the therapeutic potential of pitolisant in additional indications  our ongoing and planned clinical trials  the availability of favorable insurance coverage 
and reimbursement for WAKIX  the impact of the COVI -1  pandemic, including any current and future variants  the timing of and our ability to obtain 
regulatory approvals for pitolisant for other indications as well as any of our product candidates, including those we are developing with Biopro et  our 
failure to achieve the potential bene ts under our 2022 CA with Biopro et  our estimates regarding expenses, future revenue, capital requirements and 
needs for additional nancing  our ability to identify additional products or product candidates with signi cant commercial potential that are consistent 
with our commercial ob ectives  our commerciali ation, marketing and manufacturing capabilities and strategy  signi cant competition in our industry  
our intellectual property position  loss or retirement of key members of management  failure to successfully execute our growth strategy, including 
any delays in our planned future growth  our failure to maintain e ective internal controls  the impact of government laws and regulations  volatility and 

uctuations in the price of our common stock  the signi cant costs and required management time as a result of operating as a public company  the 
fact that the price of Harmony’s common stock may be volatile and uctuate substantially  and the signi cant costs and required management time 
as a result of operating as a public company. These and other important factors discussed under the caption “Risk Factors  in our Annual Report on 
Form 10-K led with the Securities and Exchange Commission the “SEC  on February 21, 2023, and our other lings with the SEC could cause actual 
results to di er materially from those indicated by the forward-looking statements made in this report. Any such forward-looking statements represent 
management’s estimates as of the date of this report. While we may elect to update such forward-looking statements at some point in the future, we 
disclaim any obligation to do so, even if subsequent events cause our views to change.

David Bradshaw
Technical Operations

David Knouft
Market Access and  
Field Commercial

Sharon Goldbach
Facilities Operations and  
Executive Administration

Linda Szyper
Former Chief Operating O cer 
McCann Health

CEO 
HBM Healthcare Investments 
Cayman  td



At Harmony, our culture is inclusive and collaborative and de ned 
by our core values – keeping patients at the heart of everything 
we do, acting with integrity and ethics, working with a one-team 
attitude, leading with the science as we identify clinical possibilities, 
and delivering excellence. Supporting the comprehensive needs 
of people a ected by rare neurological diseases is a mission that 
drives everyone at Harmony Biosciences.



WAKIX is a registered trademark of Bioprojet Europe, Ltd. 
Harmony Biosciences name and logo are registered trademarks.
© 2023 Harmony Biosciences. All rights reserved.

For investor relations:
ir@harmonybiosciences.com

Corporate Headquarters
Harmony Biosciences
630 W. Germantown Pike, Suite 215
Plymouth Meeting, PA 19462
484-539-9800


