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Item 7.01. Regulation FD Disclosure.

ResolutionRx, the pharmaceutical cannabinoid business unit of RespireRx Pharmaceuticals Inc. (the “Company”), participated in the
5th International Cannabinoid-Derived Pharmaceuticals Summit, which took place September 7-8, 2022 in Boston, MA. As an invited
guest speaker, Arnold S. Lippa, Ph.D., the Company’s Interim President, Interim Chief Executive Officer, and Chief Scientific Officer
presented a talk (“Presentation Materials”) entitled “Drug Re-purposing: A Case Study of Dronabinol”, in which he described the
advantages of re-purposing an already FDA approved drug for a new therapeutic indication, using our development program for
dronabinol as an example. Dr. Lippa reviewed the clinical and operational programs completed to date and then focused on our new
lipid-based nanotechnology formulation for dronabinol that is intended to create a superior approach to administering oral dronabinol

as well as extend and solidify our intellectual property base. During the summit, he also participated in meetings with third parties.

The information in this Item 7.01 and the document attached as Exhibit 99.1 is being furnished and shall not be deemed “filed” for
purposes of Section 18 of the Securities and Exchange Act of 1934, as amended (the “Exchange Act”), nor otherwise subject to the
liabilities of that section, nor incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange
Act, except as shall be expressly set forth by specific reference in such a filing.

Item 9.01 Financial Statements and Exhibits

(d) Exhibits.

Exhibit

Number Exhibit Description

99.1 RespireRx-ResolutionRx Slide Presentation

104 Cover Page Interactive Data File (embedded within the Inline XBRL document)



file:///D:/projects/Clients/SEC/SEC/company/corx%20-%20RespireRx/link_files/2022/09-13-2022/Form8-K(09-13-2022)RespireRx/ex99-1.htm

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on
its behalf by the undersigned hereunto duly authorized.

Date: September 13, 2022 RESPIRERX PHARMACEUTICALS INC.
(Registrant)

By:/s/ Jeff E. Margolis
Jeff E. Margolis
SVP, CFO, Secretary and Treasurer




Exhibit 99.1

RespireRx

Pharmaceuticals Inc

OTC QB: RSPI

Drug Re-purposing:
A Case Study of Dronabinol

September 7, 2022




Forward Looking Statements ﬁJQ RespireRx

Pharmaceuticals Inc

EQRWARD LOOKING STATEMENTS

This presentation contains certain forword-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended fthe "Securities Act”) and Section 21E of the Securities Exchange Act of 1934, as amended (the
“Exchange Act”), and the Company intends that such forward-fooking statements be subject to the safe harbor created thereby. These might include statements regarding the Company’s futire plans, targets, estimates, assumptions, finoncla/
position, business strategy and other plons and obfectives for future operatians, and assumptions and predictions about reseorch and development effarts, inclwding, but not limited to, preciinicol and dinlcal research deslan, execution, Bming,
costs and results, future product demand, supply, manufocturing, costs, marketing and pricing factors.

I some cuses, forward-looking statements may be identified by words including “ossurmes,” “could,” “ongoing,” “potential,” “predicts,” “prajects,” “should,” “will,” “would,” “anticipates,” “believes,” “Itends,” “estimates,” “expects,” plans,”
“contempiates,” “targets,” “continues,” "budgets,” "may,” or the negative of these terms or other comparable terminology, aithough not all forward-looking statements contain these words, and such statements may include, but are not
Nmited ta, stotements regording (1} future research plans, expenditures and results, (1) potentlol colleberative arrangements, (i) the potential utility of the Company’s products condidetes, {iv) reorganization plars, and (v) the need for, and
availability of, additional financing. Forward-looking statements are based on information availobie ot the time the statements are made and involve known and unknown risks, uncertainties and other factors thaot may cause our results, fevels
af oetivity, perf & o (i tobe tally different from the informetlon expressed or tmpled by the forword-looking stotements In this presentotion,

These factors inciude but are not limited to, requiatory policies or changes thereto, available cash, research and development results, issuance of patents, competition from other similar businesses, interest of Hhird parties in callaborations with
us, ang market and general econamic factors, and other risk factors disciosed in “Item 1A, Risk Factors™ in the Company’s Annual Report on Form 10-K for the fiscol yeor ended December 31, 2021, 05 filed with the SEC on April 15, 2022 (the
#2021 Form 10-K7) and any other refevant SEC filings.

Ve showld mnd these rlsk foetors and the other coutionary statements mode In the Compomy’s fillngs os belng applicable to olf refated forword-looking statements wherever they oppear in this presentation. We connot assure you that the
i this fon will prove to be accurate and therefore prospective investors, as well as potential collaboratars and other potential stakeholders are encouraged not to piace undue refiance on forward-loaking
statemerts, You showld recd this presentation conmietely. Other then os required by faw, we undertake ne olfigotion to updets or revise these farward-looking stotements, evern though our siteation may chormge i the futurs,

We caution investors, as well as potentiol and other potential ot fo place undue refignce an any forward-iooking statement that speaks only as of the dote made ard to recognize that foreeard-icoking statemertts are
predictions af future results, which may not occur as anticlpated, Actual resuits could differ materiolly from those anticipated in the forword-iooking statements and from historicol restrm, e m the risks and uncertalntles described in the 2020
Form 10-K and in this presentation, as well as others that we may consider immaterial or do not a\nhcrpu#e at this ume T.hesefor rd-looking are baosed on the Compaony’s business and technology, which
lnvalve fudigments with respect to, omoeng other things, future sclentific, ecomomic, and ith with third parties, and future business declsions, olf of which are difficalt or Impessible to predict
accurntely and many of which are beywm' the Company's contral. Although we befleve that the expecl:oﬂnrrs reflectad In our forward-tooking are be, we o ot know whether our expectations will prove correct, Qur
expectations reflected in our f can be affected by inaccurate assumptions that we might make or by known or unknown risks and uncertainties, including those describied in the 2021 Form 10-K and it this presentatian.
These risks and uncertainties are hot exc{us.‘ve ond further information conceming us and our business, incuding foctors that potentially could materialy affect our financial results or condition, may emerge from time to tine.

Far more information about the risks and uncertainties the Company faces, "item 14. Risk Foctors” in our 2021 Form 10-K. Forward-looking statements speak only as of the date they ore made. The Company does not undertake and specifically
dechimes ony obligation to updote any forwardJooking stotements or to publicly anmounce the results of any revislons to ony stotements to reflect new Informaetion or future events or developments, We aduise lnvestors, as well os potenticl
celiaborators and other potential stakeholders to consult any further disclosures we may moke on related subjects in our annual reports on Form 10-K and other reports that we file with or furnish to the SEC.

NOT A SECURITIES OFFERING

' il in this | lean fs not an offer to sell securities or the solicitation of an offer to buy securities, nor shall there be any sale of securities in any jurisdiction in which such offer, solicitation o sale would be unkawful prior
to registration or qualification under the securities laws of such jurisdiction or where an exemption from such registration or qualification was available.
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RespireRx - Product Development Status @JQRespireRx

Pharmaceuticals Inc

Preclinical Phase 1 Phase 2 Phase 3
ResolutionRx - Cannabinoids
Dronabinol — OSA A ——— et
EndeavourRx - Neuromodulators
AMPAkines
CX717 - ADHD e e,

CX1739 - Spinal Cord Injury  E————
CX1942 —follow-up compound ‘
GABAkines

KRM-1I-81 — Epilepsy/Pain -




Attractiveness of Re-Purposing of Dronabinol @Q RespireRx

1. Development of Pharmaceutical Cannabinoids - refers to the development of cannabinoids
according to FDA and other foreign accepted regulatory pathways by which a company receives
approval to market and sell a new drug.

2. Defined Regulatory Route to Commercialization - 505(b)(2) NDA in US creates expedited
path to market by allowing publicly available safety data.

3. Intellectual Properiy — issued and pending patents claiming cannabinoid compositions and
methods for treating cannabinoid-sensitive disorders, including sleep apnea and other conditions.

4, Very Large Market - a sleep-related breathing disorder that afflicts an estimated 60 million
people in the US, Germany and UK combined.

5. Clinical Validation - Phase 2A clinical trial completed demonstrating the ability of dronabinol
to significantly reduce the symptoms of obstructive sleep apnea (“OSA”)




Dronabinol Reduces Apnea in OSA Patients RespireRx

Phase 2A Proof of Concept Trial of Dronabinol in OSA

Apnea/Hypopnea Index [(AHI)
% change from baseline

40%

30%

20% -

10%

0% -

-10% |

-20% -

-30% |

-40% -

o 3-Week Dose-ascending Study
n=17

Dronabinol* o Statistical Analysis Across All
: Doses & Times

Placebo

* p<0.01

1 Published in Frontiers in Psychiatry January 2013 | Volume 4 | Article 1 5




Obstructive Sleep Apnea is a National Epidemic RespireRx

Pharmaceuticals Inc

Estimated Annual Estimated Annual Indicated Drug
Disease State US Prevalence Cost to Society Therapy Expenditures

OSA"S 29.4 MM $162.0 Billion $0
Asthma®’ 16.4 MM $18.3 Billion $13.5 Billion

Hypertension&1° 43.2 MM $73.4 Billion $48.5 Billion

Diabetes!12 23.5 MM $174 Billion $20.6 Billion

1 Obstructive skeep apnea and sheep. National Sleep Foundation Web site, 7 Espicom Business Intelligence’s New Drug Futures, 2006
2 Manufacturer Recommendations 8Burt, V, et al., Hypertencion, 2005

3 Quealitative Market Research, Physician / Patient intendews, 2010 19 Uoypd-Jones, D., et al, Circulation 119(3):621-181, 2009
ACPAP Supply LSA, 10 Acmite Market Intelligence, 2008

5 American Steep Apnea Assodaton, 2010 11 Arrawhesd, Gloabal Disbetes Marker, 2006

B Asthma & Allergy Foundation of America 12 American Diabetes Assoc, 2007




Difficulties Unique to Dronabinol @LQ RespireRx

1. Banks - Confused pharmaceutical cannabinoids with plant cannabis growing and sales

2. Fund Raising — Cannabis investors focused on sales of plant based cannabis and traditional
investors confused pharmaceutical cannabinoids with cannabis.
-+ Raised approximately $10 million equity, debt and NIH grants

3. Intellectual Property — issued patents with limited life claiming cannabinoid compositions and
methods for treating cannabinoid-sensitive disorders, including sleep apnea.
- Additional patents pending claiming use, dosage, blood levels, controlled release patterns
with priority to November 2010 and patents pending claiming composition of matter and
method of treatment for new formulations of cannabinoids, extending until 2041,

4. API - traditional manufacturers not experienced with handling Schedule 1 API
+ Joint development agreement in which Purisys will provide in-kind funding for all API
supplies prior to NDA approval in exchange for an exclusive purchase agreement and
limited participation in the success of the product




THE PACE Clinical Trial: Pharmacotherapy of Apnea by

Cannabimimetic Enhancement — A Phase 2B Study

ﬁQ RespireRx
Pharmaceutlcais Inc

« Randomized, Placebo-controlled, Parallel Groups, Multi-site Trial in Patients with Moderate to Severe OSA, n=73

«  Study Drug: Dronabinol (Overencapsulated Marinol®): 2.5 mg or 10 mg QD

+  Dose Administration: 60 minutes before bedtime
+ Inclusion: Age 21 — 64; AHI 15 — 50; Epworth Sleepiness Scale (ESS) = 7; Body Mass Index (BMI) < 45
«  Exclusion: Shift Work or OSA Tx within 1 mo; Medical Co-morbidity; Psych Dx; CNS Active Meds

5-10D
Placebo
Run-In
VISIT1

Consent

Hx; PE;

CBC; LFT

BEMI

Logs: Meds

6 Weeks 2-5D
Treatment Follow Up
1
VISIT2 VISIT 3 | VISIT 4 VISITS VISITE

L-PSG; L-PSG; L-PSG; L-PSG; PE;AE
MWT ESS; MWT MWT MWT
TSQM PE; ESS; ESS; ESS;
AE:CGI-S TSQM TsaQMm TSaMm
Logs, Meds PE; AE;CGI- PE; AE;CGI- FE AE]

(] Lc | CGI-C

Logs; Meds Logs; Meds

pAC: A@%;mm

Cl]unmr*aﬂ Tn“na[l




The Phase 2B PACE Trial in OSA: Final Overall ﬁQRespir_eRx

Statistically significant improvement in Primary
Outcome Measures

« Apnea-Hypopnea Index (AHI) (2.5 and 10 mg)
« ESS Sleepiness Scale (10 mg)
» Qverall Patient Satisfaction (10 mg)




Results of 6-Week Treatment:
Dronabinol Reduces AHI @JQ ngace'uﬂgﬁﬁ

Positive Effects of Dronabinol vs. Placebo in TOTAL, REM & NREM Sleep Demonstrate Efficacy

Change in Apnea/Hypopnea Index

10
Compared to placebo
ETST mNREM ®=REM
* p<.05
™ p=z.02
=¥ pg.005
° .
*%
dededk C
% L= nhangemant
10 = pAmmsr;’ahlmimeus
Placebo 2.5 mg/day 10 mg/day Clinical Tn“na[l

Dronabinol Dose

10




The Pace Trial Replicates the Phase 2A Study’ RespireRx

Pharmaceuticals Inc

** p<.02, compared to placebo for Phase 2A

Two Phase 2 Trials Have
Shown that Dronabinol
Treatment Results in a
Statistically Significant,
Dose Related Improvement
in AHI, the Primary

PACE Phase 2B Endpoint for FDA Approval

Phase 2A

Placebo 2.5mg 10 mg

Apnea-Hypopnia Index (AHI)

p=.02 p=.001
* Double blind, placebo controlled dose-ascending study in patients with 054, 2an=1% 2bn=57

1 Published in Frontiers in Psychiatry January 2013 | Volume 4 | Article 1 11




Dronabinol Reduces Daytime Sleepiness ﬁJQRes pireRx
Pharmaceuticals Inc

Change in Epworth Sleepiness Scale

FT

5 |

*

[==]

—

'
ro

* p<0.05, compared to placebo

o

g nhansement
Placebo 2.5mglday 10 mg/day p A aﬂmhlmlmeus

Dronabinol Dose

@Umra}ﬂ TD”I]@JH
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Dronabinol Improves MWT ﬁQRes pireRx

Pharmaceuticals Inc

Change in Mean Wakefulness Testing (MWT)

>

oON PO O N

¥
L

AAHI (events / hour)
A

[
[=1]

' :

{ i hansement
PA annabimimetic

Clinical Tn“na[l

=
o o

Placebo 2.5mg/day 10 mgi/day
Dronabinol Dose
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Dronabinol Has an Excellent Safety Profile

RespireRx

Pharmaceuticals Inc

Great Majority of AEs were mild to moderate - Average Number of AEs =4.124.0

» AEs did not differ by treatment group

» Most Frequent Verbatim AEs Reported Were:

- Sleepiness/Drowsiness (N=25)
- Headache (N=24)
- Nausea/Vomiting (N=23)

Mild Moderate  Severe

14




New Formulations Based on Clinical Data RespireRx

Pharmaceuticals Inc

Change in AHI in the 15t 4 hours vs. the 2" 4 hours of the night

» Low dose dronabinol
is as effective as the
high dose in the first
half of the night

- Effectiveness
u 1st Half diminishes in the
second half of the
night

= 2nd Half

AAHI versus Baseline

« Opportunities for low
dose, controlled
release formulations

The plasma half-life of dronabinol is 2 — 4 hours

15




Present Dronabinol Gel-cap Formulations (jﬂ RespireRx
Pharmaceuticals Inc

* Poor and erratic absorption, with some patients achieving
very high levels and others achieving very low levels.

=&~ Dronabinol oral solution 4.25 mg (replicate 1)
=8~ Dronabinol oral solution 4,25 mg (replicate 2)
-4 D binol capsule 5 mg (repli 1)
=& Dronabinol capsule 5 mg (replicate 2)

* Note the large standard error bars reflecting a very high variability

Mean plasma concentration (ng/mL}

\ o T #
18 24 30 38
Time (hours)

L

r
42

Parikh et al, Clinical Pharmacology: Advances and Applications 2016:8 155-162 16




Present Dronabinol Gel-cap Formulations @Q RespireRx

* Poor and erratic absorption, with some patients achieving
very high levels and others achieving very low levels.

* Rapid and extensive first-pass liver metabolism, resulting in
low blood levels and a relatively short half-life (approximately
3 hours) which is not optimally suited for therapeutic
indications requiring blood levels to be sustained for 6 hours
or longer.

* Undesirable side effects from high dosage strength required
to achieve sustained, therapeutic blood levels

17




Lipid-based Cannabinoid Formulations ﬁQRespireRx

Pharmaceuticals Inc

Intended Goals

1. Soluble with appropriate dissolution

2. Particle size in the 50 - 150 nM range

3. Room temperature stability

4. Resistant to disturbance by stomach acids

5. Lymphatic absorption to bypass liver metabolism
6. Encapsulation efficiency

7. Amenable to commercial scale production

18




Lipid-based Cannabinoid Formulations RespireRx

Pharmaceuticals Inc

Clear, no visible phase separation

19




Lipid-based Cannabinoid Formulations RespireRx

Pharmaceuticals Inc

250 160
E e _ .
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é 150 =& o wo
2 w T | | 4
g z ! =
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. il S || |
???3?:?-\(3??\23 EE‘Qm 833533333-« ) oo m!- -
Lipid-based Formulations Lipid-based Formulations
{: Formulations /,/4 s a0
B Dronabinol/ethancl T = 0 E‘ ||e I
* W o en \ i ;d [ | B - = -
© WL +J’{/ £ &ﬂlﬂrl[
i =
fo Wes 5 w4 AEEEEEEEER
u| A . H WHEQ*EMM
= - p HHH HHH
= & o AEEEENEENER
Al AZ A3 A4 A5 AG AT AB AD Al1D Bl B2 B3 B4
% i N Lipid-based Formulations
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Remaining Issues ﬁQ RespireRx
Pharmaceuticals Inc

1. Pharmacokinetics

2. Clinical Dosage Forms — partner with larger firm to create supply of clinical
material.

2. Pre-IND Meeting with FDA
3. FUNDING!!!!

21




RespireRx - Corporate Structure @JQ Rhespir_ele

 RespireRx

Pharmaceuticals. Inc. ,
(OTCQB:RSPI) 4

ResolutionRx* EndeavourRx*

Pharmaceutical Cannabinoids Neuromodulators

* See respective business plans




ResolutionRx:

A New Pharmaceutical Cannabinoid
Business Unit of RespireRx

RespireRx

Pharmaceuticals Inc

OTC QB: RSPI

CONTACT:
JEFF MARGOLIS, CFO

JMARGOLIS@RESPIRERX.COM
917-834-7206




