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Ensysce Biosciences Reports Second
Quarter 2023 Financial Results
~ Progression Toward Full Phase 3 Evaluation of PF614 with Recently Announced IRB
Approval of Key Study Protocol ~

SAN DIEGO, CA / ACCESSWIRE / August 11, 2023 / Ensysce Biosciences, Inc.
("Ensysce" or the "Company") (NASDAQ:ENSC), a clinical-stage company applying
transformative chemistry to improve prescription drug safety, today reported financial results
for the second quarter of 2023.

Dr. Lynn Kirkpatrick, Chief Executive Officer of Ensysce, commented, "The recently
announced IRB approval of the PF614-201 protocol gives us confidence in the momentum
we have achieved to date, bringing us closer to our Phase 3 evaluation of PF614. We
believe the unique chemistry we have designed around opioids will ultimately lead to a new
generation of pain products to alleviate the suffering of those who experience severe pain.
We expect our goal to develop both PF614 and PF614-MPAR and expand the use of our
two core technologies will be advanced by the recently announced engagement of Alacrita
Consulting to explore partnering and licensing opportunities."

TAAPTM (Opioid Abuse Deterrent Program) Updates

Our lead product, PF614, is a Trypsin-Activated Abuse Protection (TAAPTM) extended-
release oxycodone and a potential ‘next generation' analgesic for severe pain. The
Company's TAAPTM technology is designed to control release, be highly resistant to
tampering and reduce abuse through a unique chemical modification. PF614's TAAPTM

modification makes it inactive until it is swallowed, following which it is activated or ‘turned
on' to release oxycodone by the body's owntrypsin, an enzyme in the small intestine.
Ensysce completed three clinical trials over the last year and believes it has a body of
evidence showing that PF614 works as designed, is bioequivalent to OxyContin and has a
good safety profile. Our most recent studies demonstrate that PF614 is less liked by
recreational drug users when taken orally as compared to regular oxycodone, so we believe
it is less likely to be abused.

Most recently, on August 8, 2023, the Company announced the Investigational Review
Board ("IRB") approval of the PF614-201 protocol, ‘A Randomized, Double-Blind, Placebo-
Controlled Crossover Study of PF614 on Analgesic Response in the Cold Pressor Test in
Healthy Male Subjects.' This represents yet another key milestone for PF614 in its
development pathway. The Company believes the requirement for exposure to trypsin and
the chemically designed release kinetics distinguish PF614 from other marketed oxycodone
drug products.

On April 3, 2023, the Company announced positive results from PF614-104, a study that
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evaluated the oral abuse potential of PF614. The study met all key endpoints and showed
that oral administration of PF614 had significantly lower scores for "Drug Liking" and
willingness to "Take Drug Again" than the oxycodone comparator. The completion of this
trial, in addition to the PF614-102 and PF614-103 trials now positions PF614 for an End of
Phase 2 meeting with the FDA, anticipated later this year and initiating our Phase 3 strategy
in 2024.

MPAR® (Opioid Abuse Deterrent and Overdose Protection Program) Updates

PF614-MPAR is a combination product to treat severe pain, designed with overdose
protection. MPAR® (Multi-Pill Abuse Resistance) reduces or ‘turns off' the release of the
opioid in an overdose situation, providing the additional layer of protection to Ensysce's
TAAP™ medications. We believe that MPAR® is the first technology that may reduce
prescription drug overdoses stemming from oral abuse and that it can save lives. The clinical
data generated over the past year shows that the MPAR® combination technology reduces
release and absorption of oxycodone from PF614, specifically in an overdose situation. We
are now positioned to have a meeting with the FDA to discuss the MPAR® overdose
protection program and our full dose range of PF614-MPAR drug products.

On May 9, 2023, the Company announced the successful completion of overdose protection
Phase 1 study, PF614-MPAR-101. The final Part B of the study examined dose escalation of
PF614-MPAR and successfully showed that PF614-MPAR delivered oxycodone
appropriately when one or two doses were consumed yet reduced opioid delivery when
three or more doses are consumed simultaneously, in a simulated overdose situation.

We believe that the clinical results from Ensysce's programs indicate that both PF614 and
PF614-MPAR represent important improvements for severe pain management, an issue that
has greatly impacted the United States in recent years where access to prescriptions of
these strong pain medications has been affected by the opioid crisis.

Second Quarter 2023 Financial Results

Cash - Cash and cash equivalents were $3.8 million as of June 30, 2023, as compared
to $1.4 million as of March 31, 2023. The net increase in cash primarily results from a
public offering on May 12, 2023, with gross proceeds of $7.0 million before deducting
placement agent fees and other offering expenses, less operating expenses for the
quarter.
Federal Grants - Funding under federal grants increased to $0.5 million for the second
quarter of 2023 compared to $0.2 million in the comparable year ago quarter. The
increase is due to the timing of research activities eligible for funding, particularly
related to the MPAR® program.
Research & Development Expenses - R&D expenses decreased to $1.6 million for
the second quarter of 2023 compared to $5.3 million for the same period in 2022. The
decrease was primarily the result of timing of external research and development costs
related to clinical studies for PF614.
General & Administrative Expenses - G&A expenses decreased to $1.1 million for
the second quarter of 2023 compared to $1.9 million for the same period of 2022. The
decrease was primarily due to reduced stock-based compensation and reduced costs
associated with liability insurance in the 2023 period.
Other Income (Expense) - Total other income (expense), net was income of $55,000



for the second quarter of 2023 compared to expense of $0.9 million for the same
period of 2022. The change in other expenses is primarily due to non-cash fair value
adjustments for convertible notes and warrants.
Net Loss - Net loss attributable to common stockholders for the second quarter of
2023 was $2.2 million compared to $7.9 million for the second quarter of 2022. As a
clinical stage biotech company, our continued research and development efforts
toward regulatory approvals for our product candidates are expected to result in losses
for the foreseeable future.

Ensysce Biosciences, Inc.

Condensed Consolidated Statements of Operations

(Unaudited)

Three Months Ended
June 30,

Six Months Ended
June 30,

2023 2022 2023 2022

Federal grants $ 490,472 $ 207,471 $ 1,280,107 $ 810,569
Operating expenses:

Research and development 1,643,726 5,311,298 3,439,742 8,451,394
General and administrative 1,140,700 1,951,356 2,695,553 4,217,161

Total operating expenses 2,784,426 7,262,654 6,135,295 12,668,555

Loss from operations (2,293,954 ) (7,055,183 ) (4,855,188 ) (11,857,986
Total other income (expense), net 54,652 (867,937 ) 424,080 2,983,942

Net loss $ (2,239,302 ) $ (7,923,120 ) $ (4,431,108 ) $ (8,874,044
Adjustments to net loss 3,331 (76,170 ) (1,037 ) (791,932
Net loss attributable to common stockholders $ (2,235,971 ) $ (7,999,290 ) $ (4,432,145 ) $ (9,665,976
Net loss per share attributable to common stockholders, basic
and diluted $ (0.98 ) $ (56.49 ) $ (2.66 ) $ (75.67

Ensysce Biosciences, Inc.

Condensed Consolidated Statements of Cash Flows

(Unaudited)

Six Months Ended June 30,
2023 2022

Net cash used in operating activities $ (6,715,461 ) $ (7,877,508 )
Net cash provided by investing activities - 4,500

Net cash provided by (used in) financing activities 7,397,241 (657,082 )
Change in cash and cash equivalents 681,780 (8,530,090 )

Cash and cash equivalents at beginning of period 3,147,702 12,264,736

Cash and cash equivalents at end of period $ 3,829,482 $ 3,734,646

Ensysce Biosciences, Inc.

Condensed Consolidated Balance Sheets

(Unaudited)



June 30,
December

31,
2023 2022

Assets
Current assets:

Cash and cash equivalents $ 3,829,482 $ 3,147,702
Prepaid expenses and other current assets 2,025,591 2,151,467

Total current assets 5,855,073 5,299,169
Other assets 502,550 585,883

Total assets $ 6,357,623 $ 5,885,052

Liabilities and stockholders' equity (deficit)
Current liabilities:

Accounts payable $ 1,274,629 $ 2,943,791
Accrued expenses and other liabilities 796,753 2,253,809

Notes payable and accrued interest 445,738 4,266,610

Total current liabilities 2,517,120 9,464,210
Long-term liabilities 47,696 450,494
Total liabilities 2,564,816 9,914,704
Stockholders' equity (deficit) 3,792,807 (4,029,652 )
Total liabilities and stockholders' equity (deficit) $ 6,357,623 $ 5,885,052

About Ensysce Biosciences

Ensysce Biosciences is a clinical-stage company using its proprietary technology platforms
to develop safer prescription drugs. Leveraging its Trypsin-Activated Abuse Protection
(TAAPTM) and Multi-Pill Abuse Resistance (MPAR®) platforms, the Company is developing
unique, tamper-proof treatment options for pain that minimize the risk of both drug abuse
and overdose. Ensysce's products are anticipated to provide safer options to treat patients
suffering from severe pain and assist in preventing deaths caused by medication abuse. The
platforms are covered by an extensive worldwide intellectual property portfolio for a wide
array of prescription drug compositions. For more information, please visit
www.ensysce.com.

Forward-Looking Statements

Statements contained in this press release that are not purely historical may be deemed to
be forward-looking statements for the purposes of the safe harbor provisions under The
Private Securities Litigation Reform Act of 1995 and other federal securities laws. Without
limiting the foregoing, the use of words such as "may," "intends," "can," "might," "will,"
"expect," "plan," "possible," "believe" and other similar expressions are intended to identify
forward-looking statements. The product candidates discussed are in clinic and not
approved and there can be no assurance that the clinical programs will be successful in
demonstrating safety and/or efficacy, that Ensysce will not encounter problems or delays in
clinical development, or that any product candidate will ever receive regulatory approval or
be successfully commercialized. All forward-looking statements are based on estimates and
assumptions by Ensysce's management that, although Ensysce believes to be reasonable,
are inherently uncertain. All forward-looking statements are subject to risks and uncertainties
that may cause actual results to differ materially from those that Ensysce expected. In
addition, Ensysce's business is subject to additional risks and uncertainties, including among
others, the initiation and conduct of preclinical studies and clinical trials; the timing and
availability of data from preclinical studies and clinical trials; expectations for regulatory
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submissions and approvals; potential safety concerns related to, or efficacy of, Ensysce's
product candidates; the availability or commercial potential of product candidates; the ability
of Ensysce to fund its continued operations, including its planned clinical trials; the dilutive
effect of stock issuances from our fundraising; and Ensysce's and its partners' ability to
perform under their license, collaboration and manufacturing arrangements. These
statements are also subject to a number of material risks and uncertainties that are
described in Ensysce's most recent quarterly report on Form 10-Q and current reports on
Form 8-K, which are available, free of charge, at the SEC's website at www.sec.gov. Any
forward-looking statement speaks only as of the date on which it was made. Ensysce
undertakes no obligation to publicly update or revise any forward-looking statement, whether
as a result of new information, future events or otherwise, except as required under
applicable law.
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