UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 8-K

Current Report

Pursuant to Section 13 or 15(d) of
the Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): February 27, 2023

RESPIRERX PHARMACEUTICALS INC.

(Exact name of registrant as specified in its charter)

Delaware 1-16467 33-0303583
(State or other jurisdiction (Commission (ILR.S Employer
of incorporation) File Number) Identification No.)
126 Valley Road, Suite C
Glen Rock, New Jersey 07452
(Address of principal executive offices) (Zip Code)

Registrant’s telephone number, including area code: (201) 444-4947

(Former name or former address, if changed since last report.)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant
under any of the following provisions:

O Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

O Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

[0 Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
[0 Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
Securities registered pursuant to Section 12(b) of the Act:

Title of each class Trading Symbol(s) Name of each exchange on which registered
N/A N/A N/A

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities act of 1933
(§230.405 of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company []

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for
complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. [J




Item 7.01 Regulation FD Disclosure.

On February 27, 2023, ResolutionRx Ltd (“ResolutionRx”), an unlisted public Australian Company (Australian Company Number or
ACN: 664 925 651, Australian Business Number or ABN: 17 664 925 651) and a wholly owned subsidiary of RespireRx
Pharmaceuticals Inc. (OTC: RSPI) (“RespireRx”) entered into a Services Agreement (“Agreement”) with iNGENu CRO Pty Ltd
(Australian Company Number or ACN: 656 400 056) (“iNGENu”) for clinical research and other related services. Under the
Agreement, ResolutionRx will be required to make a US$50,000 deposit with iNGENu within 30 days of the rendering of the first
invoice by iNGENu which invoice is anticipated to be received within a few days of the signing of the Agreement. The deposit is to be
applied to the final research and development budget of approximately US$16.5 million, which has been agreed by the parties and
which deposit shall be credited against the first invoice. Under the Agreement, iNGENu is expected to provide full-service contract
research organization (“CRO”) clinical and related services, including regulatory, compliance, GMP (good manufacturing practices)
manufacturing services in addition to human pharmacokinetic, pharmacodynamic and pivotal human efficacy and safety studies of
dronabinol for the treatment of obstructive sleep apnea.

The press release dated March 1, 2023 announcing the entry by ResolutionRx into the Agreement, is attached as Exhibit 99.1 to this
Current Report on Form 8-K.

A partially redacted copy of the ResolutionRx and iNGENu CRO Agreement is attached as Exhibit 99.2 to this Current Report on Form
8-K.

Item 9.01 Financial Statements and Exhibits.
(d) Exhibits.

A list of exhibits that are furnished and filed as part of this report is set forth in the Exhibit Index, which follows, and is incorporated
herein by reference.




EXHIBIT INDEX

Exhibit

Number Exhibit Description

99.1* Press Release dated March 1, 2023

99.2* ResolutionRx Ltd and iNGENu CRO Pty Ltd Services Agreement dated 27 Februay 2023
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)

* Furnished herewith.
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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: March 1, 2023 RESPIRERX PHARMACEUTICALS INC.
(Registrant)

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




Exhibit 99.1

(/) RespireRx 3¢ ResolutionRx

ResolutionRx Ltd and RespireRx Pharmaceuticals Inc. Announce ResolutionRx’s Entry into a Services Agreement with
iNGENu CRO Pty Ltd

Glen Rock, N.J., March 1, 2023/Globe Newswire — ResolutionRx Ltd (“ResolutionRx”), an unlisted public Australian company,
(Australian Company Number or ACN: 664 925 651, Australian Business Number or ABN: 17 664 925 651) and a wholly-owned
subsidiary of RespireRx Pharmaceuticals Inc. (OTC: RSPI) (“RespireRx”) are pleased to jointly announce that on February 27, 2023,
ResolutionRx entered into a services agreement (“Services Agreement”) for clinical research and other related services with iNGENu
CRO Pty Ltd (“iNGENu”), a contract research organization (“CRO”) with headquarters in Melbourne, Australia. Collectively,
ResolutionRx and RespireRx are leaders in the discovery and development of innovative and revolutionary treatments to combat
diseases caused by disruption of neuronal signaling. iNGENu is a bespoke contract research organization focused on cannabinoid and
psychedelic clinical research.

This press release contains forward looking statements. Please carefully read the sections below entitled “Not a Securities Offering”
and “Cautionary Note Regarding Forward-Looking Statements.”

Under the Services Agreement, iNGENu will act as a full-service CRO in support of ResolutionRx’s research and development
(“R&D”) program, which is developing a proprietary formulation of dronabinol for the treatment of obstructive sleep apnea and
anorexia. iINGENu will be responsible for conducting laboratory experiments to determine a final optimum dronabinol formulation,
scaling up and manufacturing the chosen formulation for clinical use, preparing and submitting regulatory documents and designing
and conducting clinical trials, including pharmacokinetic/pharmacodynamic, safety and pivotal efficacy studies.

Under the Services Agreement, ResolutionRx will be required to make a US$50,000 deposit with iNGENu within 30 days of the
rendering of the first invoice by iNGENu, which invoice is anticipated to be received within the next few days. The deposit is to be
applied to the final research and development budget of approximately US$16.5 million, which has now been agreed and which deposit
shall be credited against the first invoice.

The entry into this Services Agreement is one step in a series of transactions some of which have been completed, some of which are in
process and others which are anticipated to be completed in the near future:

Completed

- Formation of ResolutionRx as an Australian subsidiary of RespireRx, and all that was required in the formation process,
including, among other things, the establishment of a board of directors, the appointment of officers and the engagement of
accountants, as well as the opening of both Australian dollar and US dollar bank accounts.

- Entry into the Services Agreement with iNGENu.

- Entry into a letter of intent and term sheet with Radium Capital (“Radium”) for a series of debt financings of the Australian
Research and Development Tax Incentive (“R&DTI”), a tax credit or rebate available for the component of R&D activities
that are qualified core and supporting activities. In the case of ResolutionRx, this is anticipated to be a 43.5% tax rebate, with
up to, and at the discretion of ResolutionRx, 80% of which would be financed by Radium and collateralized by the rebate.

- Engagement of Australian counsel subject to the execution of an engagement agreement.

In Process

- Sub-licensing and licensing or otherwise making available certain dronabinol assets by RespireRx to ResolutionRx.

- ResolutionRx’s financing of the first INGENu research and development invoice by Radium or otherwise.

- Obtaining an independent valuation report of the assets contributed to ResolutionRx.

- If consummated, of which no assurance can be provided, an equity or equity-linked financing of approximately US$3 million,
which is approximately 18% of the total research and development budget.




- Due diligence with one or more Australian fund-raising agents or advisors to raise additional unlisted finance in Australia, the
completion of which cannot be assured, to support the balance of the anticipated R&D expenditures as well as non-R&D
expenses, overhead and working capital.

Anticipated

- ResolutionRx’s commencement of research and development activities in Australia, with iNGENu as the CRO, including, but
not limited to initial manufacturing and bench testing of at least one new formulation of dronabinol, scale up of manufacturing
for clinical grade materials for the new formulation for the anticipated initial pharmacokinetic/pharmacodynamic study and
regulatory matters.

- Hiring of a limited number of ResolutionRx employees and/or consultants in Australia.

- ResolutionRx’s formal engagement of counsel.

- ResolutionRx’s engagement of independent auditors.

- ResolutionRx’s formal engagement of placement agent for a contemplated offering in Australia, the completion of which
cannot be assured.

- ResolutionRx’s execution of a term sheet with respect to the approximate US$3 million financing described above, the
completion of which cannot be assured.

- ResolutionRx’s formal application for registration for the R&DTI.

- Additional R&DTI financings with Radium.

- Filing in Australia for Overseas Finding(s) to enable access to the R&DTI for qualified research and development activities
taking place outside of Australia.

- Early preparation for a ResolutionRx initial public offering in Australia, and possibly other international markets at an
appropriate future date.

About ResolutionRx Ltd

Pharmaceutical Cannabinoids, Dronabinol. ResolutionRx Ltd., an unlisted public Australian company and a wholly-owned
subsidiary of RespireRx Pharmaceuticals Inc., is developing dronabinol, A-9-THC, a synthetic version of the naturally occurring
substance in the cannabis plant, for the treatment of OSA, a serious respiratory disorder that impacts more than 95 million people in the
United States, Australia, Germany and the United Kingdom. It has been linked to increased risk for hypertension, heart failure,
depression, and diabetes, with an annual economic cost in the United States alone of $162 billion according to the AASM (American
Academy of Sleep Medicine). There are no approved drug treatments for OSA.

Two Phase 2 clinical trials have been completed demonstrating the ability of dronabinol to significantly reduce the symptoms of OSA
and, subject to raising sufficient financing (of which no assurance can be provided) and pending the necessity for and, if required, the
approval by the Therapeutic Goods Administration (TGA), Australia’s equivalent to the FDA, ResolutionRx plans to commence a
pharmacokinetic/pharmacodynamic study for a recently discovered and to-be-developed formulation followed by a Phase 3 clinical
study for the treatment of OSA with the new formulation. Because dronabinol is already FDA approved for the treatment of AIDS
related anorexia and chemotherapy induced nausea and vomiting, ResolutionRx believes that its re-purposing strategy would only
require approval by the FDA of a 505(b)(2) new drug application (“NDA”), an efficient regulatory pathway that allows the use of
publicly available data. Similar regulatory equivalents to the 505(b)(2) are available in Australia and Europe.

About RespireRx Pharmaceuticals Inc.

RespireRx Pharmaceuticals Inc. is a leader in the discovery and development of medicines for the treatment of psychiatric and
neurological disorders, with a focus on treatments that address conditions affecting millions of people, but for which there are few or
poor treatment options, including (i) through its ResolutionRx Ltd subsidiary, pharmaceutical cannabinoids, which include dronabinol,
a synthetic form of A9-tetrahydrocannabinol (“A9-THC”) that acts upon the nervous system’s endogenous cannabinoid receptors and
(i1) through its EndeavourRx business unit, neuromodulators, which include AMPAkines and GABAkines, proprietary chemical
entities that positively modulate (positive allosteric modulators or “PAMs”) AMPA-type glutamate receptors and GABA 4 receptors.
RespireRx and ResolutionRx are developing a pipeline of re-purposed and new drug products based on their broad patent portfolios for
the above two drug platforms including obstructive sleep apnea (“OSA”), attention deficit hyperactivity disorder (“ADHD”), epilepsy,
pain, recovery from spinal cord injury (“SCI”), and certain neurological orphan diseases.




RespireRx holds exclusive licenses and owns patents and patent applications or rights thereto for certain families of chemical
compounds that claim the chemical structures and their uses in the treatment of a variety of disorders, as well as claims for novel uses
of known drugs.

EndeavourRx: Neuromodulators

AMPAKkines. Through an extensive translational research effort from the cellular level through Phase 2 clinical trials, RespireRx has
developed a family of novel, low impact AMPAKkines, including CX717, CX1739 and CX1942 that may have clinical application in the
treatment of CNS-driven neurobehavioral and cognitive disorders, spinal cord injury, neurological diseases, and certain orphan
indications. RespireRx’s lead clinical compounds, CX717 and CX1739, have successfully completed multiple Phase 1 safety trials.
Both compounds have also completed Phase 2 proof of concept trials demonstrating target engagement, by antagonizing the ability of
opioids to induce respiratory depression.

AMPAKkines have demonstrated positive activity in animal models of ADHD, results that have been extended translationally into
statistically significant improvement of symptoms observed in a Phase 2 human clinical trial of CX717 in adult patients with ADHD.
Statistically significant therapeutic effects were observed within one week. RespireRx believes AMPAkines may represent a novel,

non-stimulant treatment for ADHD with a more rapid onset of action than alternative non-stimulants, such as Straterra® (atomoxetine),
and without the drawbacks of amphetamine-type stimulants.

In a series of important studies funded by grants from the National Institutes of Health and published in a number of peer reviewed
articles, Dr. David Fuller (University of Florida), a long-time RespireRx collaborator, has demonstrated the ability of CX1739 and
CX717, RespireRx’s lead AMPAKkines, to improve motor nerve activity and muscle function in animal models of spinal cord injury
(SCI).

GABAKkines. Under a License Agreement with the University of Wisconsin-Milwaukee Research Foundation, Inc. (“UWMRF”),
RespireRx has licensed rights to certain selectively acting GABAkines because of their ability to selectively amplify inhibitory
neurotransmission at a highly specific, subset of GABA , receptors, thus producing a unique efficacy profile with reduced side effects.
Preclinical studies have documented their efficacy in a broad array of animal models of interrelated neurological and psychiatric
disorders including epilepsy, pain, anxiety, and depression in the absence of or with greatly reduced propensity to produce sedation,
motor-impairment, tolerance, dependence and abuse. RespireRx is currently focusing on developing KRM-II-81 for the treatment of
epilepsy and pain.

KRM-II-81 has displayed a high degree of anti-convulsant activity in a broad range of preclinical studies, including in treatment
resistant and pharmaco-resistant models. Not only was KRM-II-81 highly effective in these models, but pharmaco-resistance or
tolerance did not develop to its anti-convulsant properties. These latter results are particularly important because pharmaco-resistance
occurs when medications that once controlled seizures lose efficacy as a result of chronic use and it is a principal reason some epileptic
patients require brain surgery to control their seizures. In support of its potential clinical efficacy, translational studies have
demonstrated the ability of KRM-II-81 to dramatically reduce epileptiform electrical activity when administered in situ to brain slices
excised from treatment resistant epileptic patients undergoing surgery.

In addition, KRM-II-81 has displayed a high degree of analgesic activity in a broad range of preclinical studies. In intact animal models
of pain, the analgesic efficacy of KRM-II-81 was comparable to or greater than commonly used analgesics. At the same time, KRM-II-
81 did not display side effects such as sedation and motor impairment, but even more importantly, it did not produce tolerance,
dependence, respiratory depression or behavioral changes indicative of abuse liability, which are produced by opioid narcotics and are
at the heart of the opioid epidemic.




Additional information about RespireRx and the matters discussed herein can be obtained on RespireRx’s web-site at
www.RespireRx.com or in its filings with the Securities and Exchange Commission at www.sec.gov.

Not a Securities Offering or Solicitation

This communication shall not constitute an offer to sell or the solicitation of an offer to buy any securities, nor shall there be any sales
of securities in any jurisdiction in which such offer, solicitation or sale of securities would be unlawful before registration or
qualification under the laws of such jurisdiction.

Cautionary Note Regarding Forward-Looking Statements

This press release contains certain forward-looking statements within the meaning of Section 274 of the Securities Act of 1933, as
amended (the “Securities Act”) and Section 21E of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), and
RespireRx intends that such forward-looking statements be subject to the safe harbor created thereby. These might include statements
regarding RespireRx s future plans, targets, estimates, assumptions, financial position, business strategy and other plans and objectives
for future operations, and assumptions and predictions about research and development efforts, including, but not limited to,
preclinical and clinical research design, execution, timing, costs and results, future product demand, supply, manufacturing, costs,
marketing and pricing factors.

In some cases, forward-looking statements may be identified by words including “assumes,” “could,” “ongoing,” “potential,”
“predicts,” “projects,” “should,” “will,” “would,” “anticipates,” “believes,” “intends,” “estimates,” “expects,” “plans,’
“contemplates,” “targets,” “continues,” “budgets,” “may,” or the negative of these terms or other comparable terminology, although
not all forward-looking statements contain these words, and such statements may include, but are not limited to, statements regarding
(i) future research plans, expenditures and results, (ii) potential collaborative arrangements, (iii) the potential utility of RespireRx's
product candidates, (iv) reorganization plans, and (v) the need for, and availability of, additional financing. Forward-looking
statements are based on information available at the time the statements are made and involve known and unknown risks, uncertainties
and other factors that may cause RespireRx s results, levels of activity, performance or achievements to be materially different from the
information expressed or implied by the forward-looking statements in this press release.
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These factors include but are not limited to, regulatory policies or changes thereto, available cash, research and development results,
issuance of patents, competition from other similar businesses, interest of third parties in collaborations with RespireRx, and market
and general economic factors, and other risk factors disclosed in “Item 1A. Risk Factors” in RespireRx s Annual Report on Form 10-K
for the fiscal year ended December 31, 2021, as filed with the SEC on April 15, 2022 (the “2021 Form 10-K”).

You should read these risk factors and the other cautionary statements made in RespireRxs filings as being applicable to all related
forward-looking statements wherever they appear in this press release. RespireRx cannot assure you that the forward-looking
statements in this press release will prove to be accurate and therefore prospective investors, as well as potential collaborators and
other potential stakeholders, are encouraged not to place undue reliance on forward-looking statements. You should read this press
release completely. Other than as required by law, RespireRx undertakes no obligation to update or revise these forward-looking
statements, even though RespireRx s situation may change in the future.

RespireRx cautions investors, as well as potential collaborators and other potential stakeholders, not to place undue reliance on any
forward-looking statement that speaks only as of the date made and to recognize that forward-looking statements are predictions of
future results, which may not occur as anticipated. Actual results could differ materially from those anticipated in the forward-looking
statements and from historical results, due to the risks and uncertainties described in the 2021 Form 10-K and in this press release, as
well as others that RespireRx may consider immaterial or does not anticipate at this time. These forward-looking statements are based
on assumptions regarding RespireRxs business and technology, which involve judgments with respect to, among other things, future
scientific, economic, regulatory and competitive conditions, collaborations with third parties, and future business decisions, all of
which are difficult or impossible to predict accurately and many of which are beyond RespireRx s control. Although RespireRx believes
that the expectations reflected in its forward-looking statements are reasonable, it does not know whether its expectations will prove
correct. RespireRxs expectations reflected in its forward-looking statements can be affected by inaccurate assumptions that it might
make or by known or unknown risks and uncertainties, including those described in the 2021 Form 10-K and in this press release.
These risks and uncertainties are not exclusive and further information concerning RespireRx and its business, including factors that
potentially could materially affect RespireRx s financial results or condition, may emerge from time to time.




For more information about the risks and uncertainties RespireRx faces, see “Item 1A. Risk Factors” in RespireRxs 2021 Form 10-K.
Forward-looking statements speak only as of the date they are made. RespireRx does not undertake and specifically declines any
obligation to update any forward-looking statements or to publicly announce the results of any revisions to any statements to reflect
new information or future events or developments. RespireRx advises investors, as well as potential collaborators and other potential
stakeholders, to consult any further disclosures it may make on related subjects in its annual reports on Form 10-K and other reports
that RespireRx files with or furnishes to the SEC.

Company Contact:

Jeff Margolis

Senior Vice President, Chief Financial Officer, Treasurer, Secretary and Member of the Board of Directors
Telephone: 917-834-7206

Email: jmargolis@gespirerx.com

RespireRx Pharmaceuticals Inc.

126 Valley Road,

Suite C,

Glen Rock, NJ 07452, United States

WWWw.respirerx.com

and

Senior Financial Officer and Member of the Board of Directors
ResolutionRx Ltd

GPO Box 939

Adelaide, South Australia 5001

or

Registered office c/- Bentleys (SA) Pty Ltd

Level 5

63 Pirie Street

Adelaide South Australia 5000

(website: under development)
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INGENMu CRO Pry Ltd

Services Agresmeant

SERWVICES AGREEMEMNT

SCHEDULE
TERM MEANING
Wi, US OF OUF iNGENU CRO Pty Ltd [ACM 56 400 056] ("Us"}
Address: Office C2, level 1, 459 Teorak Road, Teorak, 3142
Email: sud.agarwal@ingenucro.com
yau or yaur Resolutionfx Ltd (ACN 664 925 651) [“You™)
Addrass: Cf- Bentleys (34) Pty Ltd, Level 5, 63 Pirie Street, Adelaide 54 5000
Ernail: jrmargalis@irespirers.com
Currancy All currency amounts are United States dollars (%)
Services The Services are particularized in the applicable Waork Order,
Deposit The Deposit is particularised in the applicable Work Order.
" Expenses. “The Expenses are:
- as particularised in the applicable Werk Order; and
& any other dishussements, reasonably and directly incurred by us and approved in advance by yvou far the
purpose of the supply of the Services.
Prica The Price is particularised in the applicable Wark Order,
Payment Terms You rnust pay us the Price and all Expenses in accordance with the payment terms set out in in each Work
Cirder,
Territary Worldwide
“Ii;:i;l'lred Ata mlnl'mum,_l,r::;ﬂ?r-é required-b_c'_éﬁect and maintain the fclll:nl.!.linE insurances for the Term [and for a
Insurances reasonable period thereafter) and with a reputable insurance provider, claims-based palicies for;
. clinical trial insurance policy, in the amount no less than S20 million;
- a professlonal Indemnity Insurance pelicy, or equivalent, In the amount of no less than 510 milllen fior
any one daim; and
any and all ather insurances reguired by Lew in eoder far us te pravide you with the Services
Term This Agreement will commence on the Commencement Date and will continue until terminated in sccordance

with its terms,

CONFIDENTIAL
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INGEMu CRO Pty Ltd Services Agreesment

EXECUTION

Executed by INGEMu CRO Pty Ltd [ACN 656 400 056) in accaordance with section 126 of the Corparations Act 2001 (Cth), by its duly
authorised agent.

D ui S By

Dr. Sud daprwal or. sud Agarwal

Lo Rk R

Signature Mame {Print)

CEQ 27 February 2023

Pasition (Print] Date

Executed by ResolutionRx Ltd (ACN &64 925 651) in accordance with section 126 of the Corporations Act 2001 (Cth], by its duly authorised

agent:
DocuSigned by:
| M. WWS Mr. Jeff Margolis
TCAGDESEEADN .
Slgnature Mame {Print)
27 February 2023
senior Financial officer and Director o
Pasition (Print] Date

COMFIDENTIAL Page 2 of 76
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iMGENU Pty Ltd

Services Agreement

TERNMS AND CONDITIONS

This Agreement is entered into between us and you, together the
Parties and aach a Party.

Background

A,

11

1.2

1.3

W offer cantract research argansation senvices and our
Group Companies |as hereinafter defined} including but not
limited to Affillates are authorised te process, Impeort, expart,
tast and sell cannabis, cannabis related maleculas and
cannabinaids for medical research in Australia and specialise
in clinical and commercial development and contract
manufacture of custom cannabinoid formulations;

¥ou are a global therapeutic medicnal cannabinoid company
that is focused on developing branded cannabinoid-based
medicines for the treatment of & variety of medical
canditions including but not limited to obstructive sleep
apnea, nausea and general anorexia;

You have devaloped the Study Product; and

You have engaged us to assist you in the steps required to
register the Study Product with the Food and Drug
Administration of the United States of America (FDA) and
other similar Regulatory Authorities in Australia and
ekewhera in the warld,

Services

In censideration of vour payment af the Price, we will
provide the Services in accordance with this Agreement,
whether ourselves or through our Personnel or our Group
Lo panies. Where reguired, you agree to sign all relevant
agreements with our Graup Companies.

Yau have requested that we assist you with all steps required
to register the 5tudy Product with the FDA and other
Regulatary Authaorities {where applicable) and assist yvou in
obtaining the Regulatory Approvals and licenses requirad far
the Study Product to be commerdalised. We will pravide the
Servicas in the following three {3} stages, which will be
documented in the relevant Wark Orders (Annexures 1-3)
and will consist [where applicable) of the following Services:

(&) Stape 1: Manufacturing Supply Services as described
in dause 16 and the annexed Work Order 1, including
pre-clnleal formulatian development and the supply
of clinical study material;

)] Stage 2: Regulatory Services as described in clause 17
and the annexed Work Order 2, induding drafting
and submission of an IND or similar applications with
other worldwide Regulatory Authorities;

(=} Stage 3: Clinical Trial Services as described in clausa
18 18 and the annexed Wark Order 3, including Proof
of Concept clinical pharmacokinetic studies in
subjects with abstructive sleep apnea, as wall as
Pivetal Studies and Registration, including Phase 3
Clinizal Trials and the drafting and submission of
applications to the FO& for an MDA ar similar
applications with other worldwide Regulatony
Autharities,

You acknowledge and agree that any dates far delivery ar for
campletian of the Services notified by us are estimates anly,
and we will have no Liability to yau for failing to meeat any

CONFIDENTIAL

1.4

15

21

2.2

2.3

31

delivary ar Milestone date ather than as may be describaed
elsewhere is this Agreement or in 2 Wark Order.

We acknowledge and agree that where (a} we do not meet
any delivery ar Milestone date and (b) such delay is due to
cur negligent acts or emisskans then (o) the next quarterly
payment by you to us shall be delayed until the Milestone
has been completed.

You acknowledge and agree that where the scope, timing
and cost of the Services are dependent an the acts and
decision of third parties including Regulatory Authorities and
Government Agencies [Third Party Events):

[a) while it is your responsibility to obtain all necessary
appravals from the relevant Regulatary Authorities
and Government Apencias, wa will assist in the
process of ohtaining such approvak, if specified In
the applicable Work Order;

() We cannat guarantes any outcome o that any
appraval fram a Regulatory Autharity of Government
Agency will be abtained:

(<) we have no contral over, and are not responsible far,
the decisians of any Regulatary Authority or
Gowvernment Agencies;

[d) we are not responsible ar liable for any changes to
the scope, timing or Price of the Services [including
the termination ar suspension of a Study) which
acclrs, or neads to ocour, & the result of a decision
by a Regulatory Autharity or Government Agency;
and

[e) any decisian of a Repulatory Autharity or
Government Agency in relation ta the 3tudy Praduct
ar a Study may result in a Variation Event as set out
in dause 4.3,

B such, we will not be lakle in relation to, and vou walve
and release us from, any loss ar Liabdlity incurred by youin
relation to any delay in the performance of the Services due
ta a Third Party Event.

Relationship of the Parties

Both Parties are independant contractors. Nothing in this
Agreement canstitutes, or will be deemed to canstitute, a
relationship of employer and employee betwean the Parties,
a partnership between the Parties ar make any Party the
apent of the ather Party for any purpose,

Subject to any express provisian in this Agreement ta the
contrary, neither Party has any right or authority to and must
nat dao any act, anter into any contract, make any
representation, give any warranty, incur any liability, assume
any obligation, whether express or implied, of any kind on
behalf of the othar Party or bind the other Party in any way.

Motwithstanding the above, you authorise us to act a5 your
apent, to the extent required by this Agreement, including te
pravide the Services and to communicate with the FOA and
other Regulatory Authorities, on yaur behalf,

Work Orders

This Agreement constitutes a "standing offer” under which,
during the Term, you may engage us ta conduct Services
under separate Wark Orders.

Page 3 of 76
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iMGENU Pty Ltd

Services Agreement

3.2

33

34

3.5

4,1

4.2

43

The details of the Services te be performed under each Work
Order are documentad in Annexures 1-3 and must be signed
b beth Parties prier to commencement of the Services,

Each Waork Order is subject to, and will be governed by, this
Agreament and any cther canditians expresshy set aut inthe
Work Order. To the extent of any ambiguity or discrepancy
between a Wark Order and this Agreement, the terms af the
Work Order will prevail unless atherwise specified inthe
Work Order that this Agreement has precedence.

You may issue & reguest for us to provide further Services
[beyvond those Serviees that are particularised in the Wark
Orders in the Annexures) by email (Order Request),

W may, in our discretion, accept or reject an Order Reguest,
If wea aceept the Order Request, we will provide you with a
formal Work Order, and once the Work Order is agreed by
bath Parties in writing, it will be binding in accardance with
the terms of this Agreement and the Woaork Order.

Variations

You may Fegquest a variatien ar change to the Services set out
in @ Work Order, including the timing for the supply af the
Services (Marlatlon), by providing written notice to us, with
details of the Variation (Variation Request). We will not be
obliged to comply with a Variation Request unless we accept
the Variation Request in writing. The Parties agree to comply
with this Agreement as varied by any Variation Request
accepted in writing.

If we reasonably consider that any instruction or direction
from you constitutes a Variation, then we will not be obligad
to comply with such instruction or direction unless a
Warlation Request has been Issued and accepted by us in
accordance with clause 4.1,

Where the Services are delayed, vared or changed, or the
casts of providing the Services increases [Wariation Event)
and the cause of that Variation Event relates ta, ar s
connectad with:

[a) your failure to meet vour obligations under this
Agreement or 3 Work Order, or delays caused by you
nat providing us with the required infarmation
raguested by us, or failing to sign or execute required
documents, you agree to pay us our reasanable
additional costs and expenses that we may incur as
result of the Variation Event, as a debt due and
pavyable within 30 days.

=3} a Third Party Event ar the acts or omissions of a third
party (excluding our Personnel] or an event or
circumstance bavond a Party’s reasonable contral,
then the Parties agree that:

i, where there is a delay, the delay will not
constitute a breach of the applicable
‘Wark Order or the Agreement by either
Party;

iil we are entitled to stop providing the
Services until the Parties have reached
written agreement about new
completion dates for the Servicas and
any amendments to the Price which are
necessary in view of the delays; and
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il if woul instrect us to continue with the
Services, you agree to be responsible far
any additianal casts incurred by us
when performing the Services (including
any additional Expensas),

(<) aur failure to meest our abligations under this
Agresment or & Wark Order (where such failure is
not due to an event in subclawse (a) or (b))}, then you
will not be obligated to pay additional costs and
expensas incurred by us as a result of the Variation
Event.

Mo variatian ta this Apreament ar a Work Order (including ta
the Services) will be effective unless agreed inwriting by
bath Parties,

Sublicensing and subcontracting

The Parties will develep an inktial approved subcontractor list
prior to the commencement of the flrst Weork Order which
list may be updated from time to time by mutual consent in
writing. 'With respect to subcontractors not on the approved
list, and where the services are less than $150,000 we may
subcontract the provision of any part of the Services without
yvour approval, subject to notification to vouw prior to the
commencement of the subcontractor services.

Any subcantractor engagement by a Party under this
Agreement will be subject to a written agreement that is
consistent with the tarms of this Agreement and will include
confidentiality, intellectual property, and compliance
pravisions at keast as rastrictive or praotective of the
sublicensing Party a5 those set ferth inthis Agreement,

Each Party agrees that it will be fully respansible and liable to
the cther Party for any breach of the terms of this
Mgreement or applicable Laws by any af its sublicensees ar
subcontractors,

Payment

In consideration for us providing the Services, you agree to
[y LS

[a) the Depaosit [if any);

(b) the Price; and

(<) all Expenses (if any);

inaccordance with the Payment Terms,

‘We will Bsue you with an invaice which wrill:

[a) be issued in US dollars [or such other currency as
agreed in writing between the Parties);

(b) include our bank and account details to enable EFT
paYrment;

lc) sufficienthy dezcribe the Services to which the invaice
relates;

i) be in the form of a valid tax invoice and clearly and
separately show the amount of any GST (or ather
value-added tax) payable, if applicable; and

(&) b ssued in accordance with the terms af the Work
Qrder.

When applicable:
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6.5

6.6

&7

7.1

(a] G5T [or ather value-added tax) is payable on the Price
and Expenses and will be clearly shown an our
Inveices, You agree (o pay us an amount equivalent
tothe G3T (of ather value-added tax) imposed an
thewe charges: and

(B} If we are reguired to pay any Sales Tax in relation to
the Services supplied under this Agreement, the
applicable Sales Tax will be set out in the invalce
provided to you and the Price payable by you under
this Agreement must be increased by the applicable
Sales Tax,

Where a Wark Order specifies that 3 Deposit is payable, yau
will not be entitled ta any part of the Services until the
Diepesit has been paid infull.

If any payment has nat been made in &cardance with the
Payrrent Terims, we may (at our absolute discretion, and
without prejudice to any of our rights or remedies under this
Agreement ar at law):

[a) after a period of 10 Business Days from the relevant
due date, cease providing the Services, and recaver,
as & debt due and immediataly payable from you, aur
reasanable additional costs of doing <o [including all
racovery costs); and/or

(B} charge interest at a rate equal ta the Reserve Bank of
Australia’s cash rate, from time to time, plus 2% per
annum, calculated daily based on & 355 day year and
compaunding annually, an any such amaounts unpaid
aftar the relevant due date in accordance with the
Payment Terms,

If & Party disputes an Invaice or ather payment alligation
under this Apreament, then that Party must pay the
undisputed amaunt of the invaice ar ather payment
abligatian, and the Partles will resabe any disputed invakce
amount in accordance with 26.6 |Disputes).

A Party has the right to set-off or deduct from any monies
payable to the ather Party under this Agreement, any
arnounts which are payable to it by the other Party (whether
under this Agreement or otherwise).

Conditions precedent

COur obligation ta perform the Services is subject to and
conditional on us having recaived the following, in form and
substance reasonably satisfactory to us, on or prior to the
Cammencement Date:

[a) each Transaction Document duly executed by each
party to those documents [ether than ws);

() evidence that all action required under your
constitutional documents in connection with your
entry inte the Transaction Documents has been duly
taken;

(e} confirmatian that the representations and warranties
setout in the Transaction Documents are carrect and
not misleading as at the Commencement Date; and

[d) confirmation that no Event of Default ar Potential
Event af Default is continuing as at the
Commencement Date.

Yarranties and Representations

CONFIDENTIAL

81

8.2

Each Party represents, warrants and aprees that;

{al all Infarmation and decumentation that it pravides to
the ather Party in connectian with the Transaction
Documents is, to the best aof its knowledge, true,
correct and complete and daes not infringe amy third
party rights (incleding any Intellectual Praperty
Rights):

(b) it has taken all necessary corporate action ta
autharise the entry inta and perfarmance of, and to
carry out the transactions contemplated by, the
Transaction Documents;

e} nx Event of Default or Potential Event of Default is
continuing in respect of it;

{d) it s nat entering into the Transaction Dacuments as
the trustee of a trust;

[} nes peglstration, recording of filing of this Agreement,
nex payment af any tax and no other action is
necessary of desicable to ensure the validity and
enforceability of s llabilities or rights under this
Agreement;

(f} it |5 maat v pawne from the jursdiction of amy caurt ar
any legal process;

& its execution and performance af the Transaction
Documents and each transaction contemplated by
them do mot conflict with any law, arder, judgment,
rule or regulation applicable to you or any document
binding an it;

) nx litigation, arbitration or administrative proceeding
is current, pending or to its knowledge threatenad
which has or the adverse determination af which
weuld be likely ta have a Material Adwerse Effect;

I it has the right ta grant all the rights and licenses
gramted to the other Party under this Agrae ment;

] itls a bady corporate duly Incerporated and validly
existing under the laws of the place of its
incarporation;

k) it will comply with this Agreement and all applicable
Laws;
(i it has full legal capacity, right, authority and power to

enter into this Agreement, to perform its obligations
under this Agreement, and to carry on its business;

[m) that no Insalvency Event has occurred in respect of it
and that it will immediately notify the ather Party if it
is or is likely to be) the subject of an Insolency
Event;

{m) that this Agreement constitutes a lagal, valid and
binding sgreement, enforceable in accordance with
its terms;

[C1] ifapplicable, it holds 2 valid ABN which has been
advised to the other Party; and

P if applicable, it Is reglstered for G5T purposes,
You represent, warrant and agree that:

(a) wou will comply with our reasonahble requests or
requirements;
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(Ex there are naimeestigations, inquiries, acticns, or
ather proceedings pending befare ar, to your
knowledge, threatened by any Regulatony Autharity
of ether Gevernmaental Agency in the Terrtory with
respect to the Study Product:

[ch you |and to the extent applicable, your Personnel)
will provide us with all docurmentation, information,
instructions, cooperation and access reasonably
necessary to enable us to provide the Services;

[d) any information, advice, material, work and services
{including the Services) pravided by us under this
Agresrnent does not canstitute legal, financal,
merger, due dillgence or risk managemeant advice;
and

(&) you must not use, and yvou must ensure that na
pRrsan uses, any part af the Services;

{1) to break any Law or infringe any persan’s
rights {including Intellectual Property Rights);

() te transmit, publish er communicate matarial
that is defamatary, offensive, abusive,
indecent, menacing ar unwanted: or

13] in any way that damages, interferes with or
interrupts the supply of the Services,

A3 We represent, warrant and agree that:

[a) there are no claims pending or, to our knowledge,
threatened in writing alleging that aur supply of
cannabinaid products infringes or would infringe any
issued patent of a third party;

(k) wr will use reasanable effarts toensure all of cur
abligations under this Agreement will be carried out
by suitably competent and trained Persannal and in
an efficlant and professional manner; and

(e} the Services will be provided in accord ance with this
Agreement,

&84 Meither Party gives any warranty that any outcome will be
achleved, Including that Regulatory Approval for the Study
Product will be granted, ar that outcarmes will be
cammercially valuable, patentable, reliable safe or fit far
purpose.

9. Your Obligations

a1 Priar to cur commencement of the Services, you must
promptly provide us with:

[a) the farmulation of the Study Product & well as all
current and relevant information including but not
limited to any applicable certificate of analysis,
investigator's brochure, Drug Master Files, certificate
of Good Manufacturing Practice and Medical Data
Sheats, regarding the Study Product [Study
Information);

3] any other information reasonably requested by us in
arder for us to pravide the Services; and

[ch the prowision of information necessary for you or us
to make Regulatary Submissions and Regulatory
Materiak to achleve Regulatary Approval of the
Study Product by the TGA

COMNFIDENTIAL
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a3

10.
0l

02

0.3

10.49

0.5

Whilst there are maonies cutstanding under any Transaction
Dacument, yau must:

{al M3iNLAIN Your corporate existence;

() comply with all applicable laws at any time In foree
and all applicable mandateny requiremants of any
Government Agency;

[c) duly and punctually pay all taxes assessed, levied or
imposed upan you or any secured property owned or
held in any capacity by you;

(d) do all things necessary to ensure na Event of Default
accurs;

e} as so00n as practicable and in any event within 120
days after the elese of each Financial Year, provide to
s yaur audited financial staterments for that period;

if} as sean as practicable and in any event within 45
days after the end of each quarter of each Financial
Year, provide to s yaur quarterly management
accaunts far that peried;

1) prowide to ws within 10 days of demand any ather
infermation in yeur pessessian of under your control
in relation ta any transaction contemplated by the
Tranzaction Documents and/or your financial affairs
and business operations (including yvour tax affairs);

You agree to perform all of your Obligatians as specifled in
the relevant Work Order [if any).

Reporting Obligations
You must:

[a) monitar the use of the Study Product in other Clinical
Trials and studies, if any, and notify us immediataly if
a Clinical Trial (using the Study Preduct) has been
terminated or suspended or the Study Product
recalled imany jurisdictian; and

(i) you will own and, maintain the global safety database
for the Study Product and will be respensible for
pharmacavigilance activities throughout the weorld,
including processing of information related to any
adverse events far the Study Product recelved ar
generated during the Term,

& Party must notify the other Party of any events:

e} which may require alteration of the conduct of the
Services ar a Study;

() which may affect the rights, interests, safety ar well-
being of 5tudy Participants; aor

(e} which it is required to repart to a Regulatory
Authority.

The Parties must work together to notify all relevant
Repulatory Authorities of any events that a Party is required
ta report under all applicable Laws.

You must cacparate with us and/or the Reviewing HREC in
investigating any event that is required to be reported ta the
Reviawing HREC arlsing aut of or In connectian with a Study,

If & Party receives any correspandence ar inguiry fram a
Repulatory Authority or Government Agency in relabion to
the Study Product, it must, to the extent permitted by law:

Page &6 of 76




DecuSign Envelope |D: BOED1EDD-3677-4A1 5-B3B2-90F DES1DABD

iMGENU Pty Ltd

Services Agreement

e

11.1

11.2

11.3

121

12.2

13.
13.1

13.2

13.3

14.1

(a] promptly netify the ather Party in writing, and in any
event no later than 24 haurs after receiving the
correspondence ar being made aware af the inquiry;
anid

(b farward to the ather Party coples of any
correspondence fram any Regulatory Authority or
Government Agency relating to any Study.

Each Party acknowledges that it may not direct the manner
inwhich the ather Party fulfils its abligations ta permit
inspection by Government Agency ar Regulatory Authority.

Insurance

The Parties will procure and maintain in full ferce and effect
the Required Insuranca.

Where you are required to abtain clinical trial insurance
cawer far a Study (either under any applicable Law or as
speeifled in this Agreement], vou must ensure that we are
named as an insured party under your insurance policy, with
respect te the acthvities including conduect of the Study and
the Indemnity akligations under this Agreement,

You must provide us with evidence of insurance by way of a
certificate of currency, as requasted By us frem time to tmne,

Record Keeping and Progress Reports

Bath Parties agree to keep full and accurate records as
required under all applicalle Laws,

Unless atherwise set out in a Work Order, we agree to
provide you with progress reports detailing the status and
expectations of all Work Orders at the end of each calendar
quarter.

Regulatory Inspections

If, during the Term either Party is subject Lo an inspaction by
# Regulatory Authority [Inspected Party] which relates to the
Study Product, such Party st immediately natify the other
Party, The ather Party can request that it be present to
obsarve the inspedtion by providing netice in writing within 5
business days to the Inspectad Party, The Inspected Party
may accept of deny this reguest and may negotiate any
tarms of abservation with the other Party.

The Party being inspected must provide:

[a) the other Party with prompt updates of the
inspection, and will disclose a copy of the inspectian
report to the ather Party [which inspection report
may be redacted with respect to any information that
is unrelated to the Study Product or any infarmation
that is the Canfidential Information of a third party);
and

=3} the other Party with any further material written
correspondenca with such Regulatory Authority.

Each Party acknowledges that it may not direct the manner
Inwhich the other Party respands or addresses any
carrespandence from a Regulatory Autharity,

Compliance with standards and guidall nes
The Parties must comply with the following:

[a] all applicable Laws and requirements of Regulatory
Authorities;

CONFIDENTIAL

15.2

16
161

16.2

[ the reguirements of the TGA In Access to
Unapproved Therapeutic Goads — Clinical Trials in
Australia [October 2004) or its replacement and any
ather TGA publication or guldeling that relates to
clinical investigations, or other such regulations or
guidance gaverning the conduct of dinical research in
the jurisdiction of a Study;

e} the principles that have their erigins in the
Declaration of Helsinki adopted by the World Medical
Assaciation in October 1996 [as accepted by the
Australian Government);

[} the Guideline for Good Clinical Practice developed by
the Internatianal Counc| far Harmenisaticn af
Technlcal Raguirements far Pharmaceuticals for
Human Usea [ICH), being the varsion in foroe from
time to time or its replacement;

(e} the pracedures and practices described in 150
14155:2011, being the varsion in force from time to
time, ar its replacement, of the Internatianal
Standard 15014155:2011 'Clinical investigation of
medical devices far human subjects - Good clinical
practice’ developed by the International Organisation
for Standardisation; and

f} the NHMRC Statement and any other relevant
NHMRC publication or guideline that relates to
clinical trials.

Alliance Managers

Each Party must appoint an appropriately qualified individual
to serve as an alliance manager under this Agreement (each,
an Alllance Manager].

The Alliance Managers must act as the primary point of
contact far any matters arising under this Agreement and will
be responsible for enswring:

[E]} clear and respensive communication and the
effective exchange of information between the
Parties; and

(b) each Party's awareness of and compliance with this
Agreement and any applicable Laws.

Supply Services

In consideration for the Price, we will provide you with the
Supply Services as set outin the applicable Wark Order
aither aurselves or through our Personnel or a Group

Cam pany in accordance with the relevant Wark Order.

You acknowledge and agree that:

(a) we are not a manufacturar and we will subcontract
certain Supply Services to a manufacturer as
described in clause 5.1;

] you will prompthy provide us with all relevant
specifications, documentation and formulations and
any other relevant infarmation (together the Product
Infarmation) for the Study Product; and

feh we will nat be liakle far any Defects in the Study
Product ar failure of the Study Product to meet
Regulatory Requirements where such Defects or
failura is due to the Product Information.
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18.1

20,

0.1

Wi apree to ensure that the manufacturer is contractually
obligated to:

(&) manufacture the Study Preduct in accordance with all
applicable Laws (including GME and GLP); and

(k) provide all relevant cartificates of analysis and
documents required to be submitted to a Regulatory

Autharity.
Regulatory Services

In consideration far the Frice, we will pravide you with the
Regulatary Services as set out in the applicable Wark Order
either ourselves or through our Persennel or a Group
Campany in accordance with the relevant Work Order. In the
evant it becomes necassary to sub-contract certain of these
Regulatary Servicas, we will do o as described in dause 5.1,

We make no representations, warranties, assurances or
guarantzes of any kind, whether express ar implied, with
respect to the Regulatory Servicas including, without
limitation:

[a) any represantation or warranty of merchantahbility,
fitness for any partioular use of purpose, of nan-
infringement of Intellectual Property Rights or other
third-party rights; and

() that you will be able to registar the Study Product
with the relevant Regulatery Autharities,

We agree that, provided we have received all payment far
the Regulatary Services, we shall a5 soan as possible aftar
obtaining Regulatary Approvals for the Study Product, assign
and transfer ta you zll Regulatory Approvals, and Regulatory
Idaterials related to the Study Froduct.

Clinical Trial 5ervices
In consideration far the Price, we will pravide all Clinical Trial

Services as set out in the applicable Wark Qrder.

You acknowledge and agree that we may nead to
subcontract certain Clinical Services to a sub-contractor, in
which case we will do so as described in clause 5.1,

You agree that you are the Local Sponsor for the purposes of
any Study and that vou must

[a) enter into all necessary agreements with the relevant
Study Sites;

(B} abtain all relevant insurances; and

[ch provide us with your autharity to act an your behalf
with the Study Sites. & form of autharity is found in
Annexura 4.

Commercial Supply Services

The Parties will napotiate separately for any agreement in
relation to the commerdial supply of the Study Product. The
existence of sich negatiations do not cemmit either party to
enter in a commercial supply agreement nor create any right
of first refusal er first negotiation,

Intellectual Property

General

As betwean the Partles:
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{al wi awn all Intellectual Proparty Rights in Qur

Materials:

(i) you awn all Intellectual Property Rights in Your
Materials; and

[t4} nthing in this Agreemeant constitutes a transfer or

assignment of any Intellectual Praperty Rights in Our
Materials ar Your Materials.,

Unless atherwise specified in a Work Order, a5 between the
Parties:

[a) awnership of all Intellectual Property Rights in any
Improvements in Your Materials will vest in you upon
creation. We agree to execute all documents and do
all acts necessary or desirable to assure your title ta
such Intellectual Property Rights upon payment af
the Price in full;

(i) awnership of all Intellestual Progerty Rights in amy
Imiprevemeants in Qur BMaterials will vest in us wpon
creation, You agree to execute all decuments and do
all acts pecessary of desirable to assure our title to
such Intellectual Property Rights; and

[£4) awnership of amy Mew Material will vest in the Party
wha created it

You grant us a non-exclusive, irrevacable, worldwide, non-
sublicensable and non-transferable right and licence, to use
Your Materials and the Improvements to Your Material and
any other information that you provide to us salely for the
purpose of performing of our abligations or exercising our
rights under this Agraement

We prant you a non-exclusive, worldwide, non-sublicensable
and non-transferable right and licence, to use Our Materlals
and Imprevements t Our Materials that we previde ta yvou
salely for yaur use and enjoyvment af the Services, as
contemplated by this Agreement, Subject to clavse 26.6, the
license may be revoked at any time at aur discretion if the
Frice is not paid in accordance with the Payment terms set
ouk in this Agreement and all applicable Wark QOrders.

If wou ar any of your Personnel have any Moral Rights in any
material provided, used or prepared in connaction with this
Agreement, you agree to (and will procure that your
Fersannel] consent to our use or infringement of thase Moral
Right=.

Patent Prosecution

Curing the Term, you will have the sole right and discraetian
{but not the obligaticn) to file for, prosecute and maintain
any Intellectual Property Rights in Your Materials,
Improvements te Your Materials and the Study Praduct in all
jurisdictions at your sale cost and expense,

During the Tarm, we will have the sale right and discratien
[but not the abligation) to file for, prosecute and maintain
any Intellectual Property Rights in Our Materlals,
Improvements to Our Materials in all jurisdictions at our sale
cost and expense.

Enforcement of Rights

If aither Party becomes aware of any use of the Study
Fraduct that infringes (ar that is directed to the development
of a product that would infringe) a Party's Intellectual
Froperty Rights in the Territory [Competing [nfringement],
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then the Party becoming aware of such Competing
Infringement will give prampt written notice to the other

Party regarding such alleged infringement.

Each Party shall have the exclusive right, but nat the
obligation, to attempt to resalve any Competing
Infringement of its Intellectual Property Rights at its awn
expense, incleding the filing of any infringement suits with
the counsel of its chaice,

If a third party asserts that it has a right ar an interest in any
Intell=ctual Property Right which will be infringed by a Party's
activities under this Agreement, or a Party becomes aware of
an Intellectual Property Right that might form the basis for
such a claim (Third Party Infringement Claim], then the Party
first abtalning knowledge af such clalim or such potential
clairm will promptly pravide the other Party with wiitten
natice and the related facts in reasonable detall.

In addition to the indemnities, provided in clause 23
[Limitatiens an Liakiligy):

[a) Each Party will natify the other Party as soon as
reasanably practicable inwriting of a Third Party
Infringerment Claim against gither Party;

() Eazch Party shall have the right to take all reasonable
action to defend, manage and settle any Third Party
Infringerment Claim against it at their cost; howewver
each Party will, upon request of the other Party, in
writing, and at the requesting Party's cost, give the
other Party, the right to participate in such defence,
management and settlement of the Third Party
Infringerment Claim at its cost;

[eh Each Party:

i must reasan ably take into account the ather
Party's views In relation to the defence,
management and settlerent of the Third
Party Infringement Claim:

iil. must keep the ather Party fully infarmed of
any proposed conduct in respect of the
defence and management of the Third Party
Infringernent claims; and

(d) each Party agrees not to enter into any settlement of
a Third Party Infringement claim which incledes ot
affects the ather Party without the other Party's
written consent which shall not be unreasonably
withheld.

This clause 20 will survive termination or expiry of this
Agreament,

Confidential Information
Each Receiving Party agrees:

(a] not to dischise the Canfidential Information of the
Disclosing Party to any third party (subject (o
subclause 21 1jcl;

(L] te protect the Confidential Infarmation of the
Disclosing Party fram any unauthorised disclosure;

[ch toanly dischase the Confidential Infarmation ta those
of its Fersonnel ar Re presentatives wha need to
know the Confidential Information in connection with
this Agreement, provided those persons keep the

CONFIDENTIAL

1.2

213

1.4

Cenfidential Infarmation confidential in accordance
with this clause 21: and

{<d) to only use the Canfidential Infermation of the
Disclosing Party for the purpase of performing
abligations, or exercising rights or remedies, under
this Agreement.

The Receiving Party will be responscible and liable far the acts
and amissions of its Representatives in respect of the
Canfidential Infformation.

The abligations in clause 21.1 do not apply to Confidential
Infarmation that:

{a) is required to be disdosed in order for the Parties to
comply with their obligations under this Agreement;

(i) is authorised in writing ta be disclosed by the
Disclosing Party;

[£5) was rightfully known by the Raceiving Party (as
shewn by its writte n records) prior to the date of
diselasure by the Disclosing Party;

() i in the public damaln and/ar Is na longer
confidential, except as a result of a breach of this
Agreement or other duty of confidence: ar

=3 must be disclosed by Law or by a Regulatary
Autharity, including under subpoena, pravided that
[te the extent permitted by Law) the Recelving Party
has given the Disclasing Party natice prior to
disclasure.

Retention of Confidential Information
The Parties may retain copies of Confidential Information:

ia) if they are required to do so by Law or by a
Repulatory Autharity;

[b) contained in board papers or board minutes of the
relavant Party [to the extent those docurments
contain only the level of detail consistent with narmal
practices);

e} contained in working papers which the relevant Party
is required o retaln far insurance or risk
MAnAZemMEnt BUTPosEs, of 1o cormply with any
professional standards applicable to the relevant
Party [to the extent thase docurments contain anly
the level of detail consistent with normal practices)
ar in accordance with the Relevant Party's practices
ar policies regarding retantion of confidential
information provided to such Party;

(d) contained in any advice or report which is prepared
by an adviser of the Party for the purpose; and

e} that is stored electronically on back-up servers under
an existing routine data back-up pracess, if:

I that Confidential Infermation is deleted fram
lescal hard drives and lecal media; and

1. ne attempt is made ta recover it from those
servers, unless required by Law ar any
applicable prefessional standards.,
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1.5

116

21.7

18

22,

21

222

13,
231

Any Confidential Infarmation retained under clause 21,4
remains subject to this Agreement.

Seeurity

The Receiving Party must:

{a) do all things reasanably necessary to safeguard the
confidentizlity of the Confidential Infarmation using
the highest degree of care to preserve and praotect
the secrecy, and prevent disclosure, of the
Confidential Infarmation [and, in any avent, not less
than the care a reasonable person would use under
sitnilar eircumstances);

1] immediately advise the Discksing Party in writing af
any lass, misappropriation or misuse of the
Confidential Infarmation or any suspected, actual or
deemead breach of this clause 21 of this Agreement
which may come ta the Recening Party's attention;
and

[ch provide any assistance reasaonably requested by the
Disclosing Party in relation to any actions & Disclosing
Party takes for any suspected, actual or deemed
breach of this clause 21.

Each Party agrees that monetary damages may not be an
adequate remedy for a breach of this clause 21 [Confidential
Infarmation). A Party is entitled to seak an injunction, or any
ather remedy available at law or In equity, at its discration,
o pratect itsell fram a breach [of continuing breach) of this
clause 21 (Confidential Information).

This clause 21 [Confidential Information) will survive the
termination of this Agreement.

Privacy

You must comply with and do all things requested by us
[acting reasonably) to enable us to comply with all applicable

Privacy Laws,

Withaut prejudice to the generality of clause 22.1, you must,
in relatian to any persanal information processed in
cannection with, or received or collected under, this
Agreement:

[a) take reasonable steps to protect the information
fram misuse, interference, loss, unautharised access,
maodification and disclosure;

=3} where you disclose any personal information tous
vl mist ensure that vou have obtalned all necassany
consants and authorisations from the individeal to
wham the personal infarmation relates and you must
comply with all relevant Privacy Laws which apply to
you; and

(et comply with any additlanal abligatians which we are
obliged to impose upon you from time to time in
order to ensure that we comply with any relevant
Privacy Laws.

Limitations on Liability and Indemnity

Despite anything to the contrary, to the makimum extent
permitted by law, you indemnify us, our Personnel and any
of our Group Companies (the Indemnified), and haold the
Indernnified harmbess, from and against any Liability suffered
or incurrad by us, arising fram, ar in connection with, any:

CONFIDENTIAL

23.2

23.3

234

24.

24.1

(<) Arasshy negligent or wilful wronpful act or material
amissian by you or any of your Personnel;

(e breach by youw ar any of your Personnel of any
material warranty under clause & {Warranties and

Representations);

[} property loss or damage or persanal injury {including
death} caused by you ar any af vaur Personnel or
caused to a Study Participant due to the Product
Informatian;

(&) claims made by or on behalf of Study Participants
[including their dependants and children injured in
utera through the participation of the child’s mother
ar father in a Stedy) arising out of or relating to the
administration and/er use of the Study Praduct under
investigation er any clinical interventlon o precedure
provided far or required by the Study to which the
Study Participants would not have been exposed but
for the partkipation of the Study Participants in the
Study;

() breach of confidentiality or privacy abligatians under
this Agreement;

(i} infringement by yvour ar your Personnel of our
Intellectual Property Rights;

i you ar any of your Personnel infringing the rights of
any third party lincluding Intellectual Property
Rights);

(k) a claim that our use of the Study Product or the Study
Infor mation infringes the rights af any third party
linduding Intellectual Property Rights); or

il breach of amy Law by you or any af your Persannel,

Each Party will indemnify and hold harmless the other Party,
agalnst all Liabilitles sustained, incurred or suffered by the
cthar Party;

(4 a5 a result af any breach by such Party of any
warranty under clause & (Warranties and
Representations) af this Agreement; or

b) as & result of such Party's gross negligence or wilful
mizconduct.

Despite anything to the contrary, to the maximum extent
permitted by law:

[a) neither Party will be liable for Consequential Loss;

(b) a Party's liability for any Liability under this
Agreement will be reduced prapartionately to the
extant the relevant Liability was caused or
contributed to by the acts or omissions of the ather
Party lor any of its Personnel), induding any failure
by that other Party to mitigate its loss; and

[t} aur aggregate liability for any Liability arising from ar
in cannectian with this Agreement will be limited to
the Price paid by vou ta us in respect of the supply of
the relevant Services to which the Liability relates.

This clause 23 [Limitations on Liability and Indemnity) will
survive the termination ar expiry of thiz Agreement.

Term and Termination

This Agreement will operate far the Term.
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4.2

M3

24.4

4.5

2.6

Termination without cause
Termination of this Agreemant: Either Party may terminate

this Apreement by piving the ather Party 90 days' natice in
writing and:

(&) if there are no current Work Orders in foree, clause
24,7 shall apply; ar

(B} if there are any current Work Orders, then any
current Work Orders will continue in accordance with
the terms of the Waork Order (and this Agreamant}
until such time as the Work Order is complete ar the
Work Order is otherwise tarminated in accordance
with its terms. The Parties may decide to terminate a
Work Order at the same time as this Agreament if
specified in the Work Order of mutu ally agreed in
writing by the Parties.

Termination of a Work Order: Unless specified otherwise in
a Wark Order;

[a] either Parky may terminate a Work Order in writing
by plving the other Party 90 days’ natice in writing,
unless such Work Order is far, or cantains, Clinical
Trial Services;

(b} subject to clause 24.6, termination af a Waork Qrder
far, or, containing Clinical Trial Services will be set out
in the applicable Work Order; and

[ch termination of any Work Order will not terminate this
Agreement.

Termination by mutual consent: The Parties can agree to
terminate this Agreement ar any Wark Order at any time by
mutual consent evidenced in writing.

Termination for cause
This Agreement and all Work Orders will terminate

immediataly upan written nedice by a Party [Non-Defaulting
Party) if:

(&) the other Party | Defaulting Party) breaches a
material term of this Agreement and that breach has
not been remedied within 10 Business Days of the
Defaulting Party being notified of the breach by the
Mon-Defaulting Party: ar

(B} |to the extent permitted under the Corporations Act
20012 (Cth)) any step i taken ta enter into any
arrangement between the Defaulting Party and its
creditors as a group, any step is taken to appoint &
raceivar, a receiver and manager, a2 liguidator, a
provisional liquidator or like person of the whole or
aiy part af the Defaulting Party's assets of business,
the Defaulting Party is bankrupt, ar the Defaulting
Party is unable to pay its debes as they fall due.

This Agreement ar any Work Order may be terminated by a
Party before the end of the Term by written notice 1o the
ather Farty with immediate effect, if the Study detailed in
the Work Order & not continuing far the follhwing reasaons:

[a) the Study Product has given rise to unacceptable or
serious adverse events;

By the Study Product is being shown nat o be effective;
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4.7

4.8

4.9

£} the Study Product has been demenstrated o be
effective and the Sponszar has determined that

further testing is not required; or

(d) a Regulatary Authority requires the suspension or
cessation of the sbudy.

Consequences of Termination

Upon expiry ar termination of this Agreement, or any Waork
Order:

[a) subject to clause 24.2[b), we will immediately cease
providing the Services [if any);

() you agree that any payments made by you to us are
not refundable to you;

(e you are ta pay for all Services provided prior te
termination, including Services which hawve been
provided and have nat yet been invaiced te you, and
all ather amounts due and pavable under this
AEresment;

{d) whera a Wark Ordar specifies that payment is due
upon completian of a Milestane and that Milestone
has not been completed at the date of termination,
you agree to pay for all aur costs incurred to date
toward the uncompleted Milestones and any casts
associated with the winding up of a Study and
necessary for the continuity of care or safety of the
Study Participants;

(e} you agree to promptly return (where possible), or
delete or destroy (where not possible to return], any
information, documentation or material cwned by us
that is in your possession or control, subject ta any
rights you may have to any Intellectual Property in
accardance with clause 20 (Intellectual Property) and
subject to your documentation retentian practices
and palicies;

(f} if requested by the Disclosing Party, the Recelving
Party must destroy or return to the Disclesing Party
all of its Confidential Infarmation, except as provided
for under clause 21.4;

& we will retain your docurmnents [including copies) as
required by law or regulatary requirements. Yaour
express or implied agreement to this Agreement
constitutes your authority for us to retain or destroy
detuments in accordance with the statutory pericds,
ar an axpiry or tarmination of this Agreemant. and

() if required, the Parties will discuss and coordinate the
termination of any Study to ensure compliance with
all applicable Laws, safety of the Study Participants
and if possible, provide continuity of treatment in &
safe and efficient manner.

Where the Agreement is terminated by us under clause 24.5
you alko agree to pay us our additional costs, reasonably
incurred, and which arise directly from such termination
(including recovery fees).

‘Where a Wark Order is terminated by:
[a) yvou under clause 24.3 or

|b) under clause 24.4, clause 2.4 or dausa 24.6,
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wau agree that vou will pay us all additienal costs which we
incur due to the termination af the Work Order including:

(al

()

]

[}

le]

24.10

any coats that we are charged by aur Parsannel far
termination of any subcontracts;

all additional costs that are due to be paid to aur
PFersonnel and any third parties as a result of the

termination;

all costs associated with the winding up of a Stedy
induding all costs due to the Study Sites;

all costs assaciated with providing continuity of
treatment to Study Participants (if applicable); and

any and all costs incurred by us up to the date of
Termination in relation to the Services and all costs
incurred by us as result of the early termination of the
Work Order.

ih)

i

i

L]

condition, occurs which has ar i ikely to have a
Material Adverse Effect;

any loan or other financial accommedation of yours
in excess of S500,000 becomes due for payment or
capable of being declared due far payment before its
stated maturity other than by the exercise of an
aption of yours to pay it before maturity:

an investigation is adjudicated by a Government
Agency with respect ta a Party’s affairs, which has a
Material Adverse Effect;

either Party ceases or threatens to cease carrying on
its business or a substantial part of its business or
dispose of ar threaten te dispose of all or
sibstantially all af it assets; and

an Inselvency Event accurs,

25.2

Termination of this Agreement will not affect any rights ar

liabilities that a Party has accrued under It

24.11

This clausa 249 will survive tha terminatian or expiry of this

Agreement,

25, Events o

5.1
[al

(k)

(eh

(d}

[e]

el

Default

253

Each of the fallowing is an Event of Default:

yoeu nat paying any maney due for payvment by vou in 16.
accordance with a Transaction Document; 261

without limiting subelause [(a), a Party does not
comphy with any material abligation under a
Transactian Bacument, and if that default is capable
of remedy, itis not remedied within 10 Business Days
jar such langer period agreed to by the Parties) of
receiving a written notice from the other Party
regarding the breach and requiring the breaching
Party to remedy the breach;

a representation, Warranty ar statement made of
deemed to be made by a Party under a Transaction
Decument Is untrue or misleading in any material
respact and, if the cireumstances piving rise to the
misrepresentation can be remedied, the breaching
Barty does net remedy the breach within 10 Business
Days of the other Party notifying the breaching Party
in writing;

an “event of default” (however described or defined
in the relevant Transaction Docurment) aocurs under
any Transaction Document;

a Transaction Document is void, vaidable or actually
unenforceable by either Party;

an authorisation from a Sovernmental Agency is
necessary ta enable:

{il ol b camphy with yeur abligations under a
Transaction Dacument; ar

{il} us to exercise our rights under a Transaction
Docurment,

is withheld or ceases ta be in full force and effect;

an event or saries of events, induding any adverse
change in either Party’s property or financial
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Upaon the accurrence of an Event of Default by yvou, of if an
Event of Default is continuing, we may do any ane or mare af
the follawing, with or without notice to you:

[a) make amy amaunt due ta us under this Agreement
immediately due for payment; and

Mathing in this clause 25 restricts, prejudices ar in any way
limits auwr rights under clause 24,

General

Publicity: The Parties will make a joint press release
regarding the execution of this Agreement, which will be
apread to by the Parties and issued following the
Commencerment Date at a time to be agreed by the Parties
which time shall be within any regulatory filing deadlines, f
any. The Parties recognize that each Party may from time-to-
tirme desire to issue separate press releases and make other
public statemnents or disdosures regarding the terms of this
Agreameant, Notwithstanding the foregoing, we acknowledge
that vau are an affiliate of a public reporting compaty in the
United States (“US"] and that vou or your US public affiliate
may make any public disclosures with respect to this
Agreement that are required ar advisable under United
States securities laws, rules and regulations or similar laws,
rules or regulations of the various states of the US,

In such event, the Party desiring to issue a press release ar
make & public statament or disclosure will provide the other
Farty with a copy of the proposed press release, statement,
of disclosure far review and approval as soon as practicable
prigr to publication, which advance approval will not ba
unreasonably withheld. Motwithstanding the foregoing, if &
S public disclosure is required and is subject ta time
constraints or deadlines and parmission has not been
recelvad on a timely basis, you may make such disclosure
without eur permission,

Mo ather public statement or disclasure of, or concerning,
the terms of this Agreement will be made, either directly or
indirecthy, by either Party, without first obtaining the written
approval of the other Party.

Onca any public statement or disclosure has been approved
in accordance with this clause 26.1 (Fublicity), then either
Party may continue to appropriately communicate
information contained in such permitted statamant ar
disclosure, pravided that such information remains acourate.
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6.2 Assignment: Subject to clause 26,3, a Party must not assign,
navate or deal with the whale ar any part of its rights or
obligatians under this Agreement without the prior written
cansent of the other Party {such censent s not to be
unreasanabby withheld).

26.3  Assignment of Debt: You agree that we may assign or
transfer any debt owed by you to us, arising under arin
cannection with this Agreement, to a debt callector, debt

collection agency, or other third party.

2641  Counterparts: This Agreement may be executed in any
nermber of counterparts that together will farm one

instrumeant,

26.5  Electronic Execution: This Apreement may be executed using
an Electranic Signatiire, The Parties acknowledge and agree
that If a Party executes this Agreement using an Electronic
Sipnature, then the Party is taken to have entered inte this
Agreement in electronic form and the Electronic Signature is
deemed to be an ariginal execution of the Agreement by the
Party. “Electranic Signature™ means an electranic method of
signing that identifies the person and indicates their
intention to sign this Agreement which may include software
programs such & Docusign.

266 Disputes: A Party may not commence court proceedings
relating to any dispute, controwersy ar claim arising from, ar
in connection with, this Agreement (including any question
regarding its existence, validity or termination} |Dispute)
without first complying with this clause 26.6. A Farty claiming
that a Dispute has arisen must pive written natice ta the
ather Party specifying the nature of the Dipute (Dispute
Motice), The Farties must meet [whether in person, by
telephone or video conference] within 10 Business Days of
service af the Dispute Natice to seek (in good faith) to
resalve the Dispute. If the Parties do not resohve the Dispute
within 20 Buziness Days of the date the Dispute Maokice was
sarved [or such further period as agread in writing by the
Parties}, either Party may refer the matter to mediation,
administered by the Australian Disputes Centre in
accordance with Australian Disputes Centre Guidelines far
Commercial Mediation. Mothing in this clause will operate to
provant a Party fram seeking urgent injunctive or equitakle
relief from a court of appropriate jurisdiction.

26.7  Entlre agreement: This Agreement containg the entire
understanding between the Parties and the Parties agree
that no representation or statement has been made to, ar
relied upen by, either of the Parties, except a5 expressly
stipulated in this Agreement, and this Agreement
supersedes, all previous discussions, communications,
negotiations, understandings, representations, warranties,
cammitments and agreements, in respact of its subject

matter.

262 Further assurance; Each Party must to promptly do all things
and execute zll further instruments necessary to give full
force and effect to this Agreament and their abligations

under it.

6.9  Force Majeure: Neither Party will be liable for any delay or
failure to perform their respactive obligations under this

Apreament If such delay or fallure is caused ar contributed to
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2610

2611

612

26.13

2614

27,

by @ Force Majeure Event, provided that the Party seeking to
rely an the benefit of this clause:

{al as sean as reasonably practical, natifies the other
party in writing details of the Force Majeure Event,
and the extent ta which it is unabde to perform its
abligations; and

() uses reasenable endeavours to minimise the duratian
and adwerse consequences of the Force Majeure
Event.

‘Where the Farce Majeure Event prevents a Party from
performing a material obligation under this agreement for a
period in excess of 80 days, then the other Party may by
nakice termminate this Agreement, which will be affective
immediate by, unless etherwise stated in the notice. This
clause will not apply to a Party's obligation to pay any
amount that & due and payable to the other Party under this
Mgresment,

Governing ks This Agreerment is governed by the laws of
Wictoria, Australia. Each Party irrevacably and unconditionally
submits to the exclusive jurlsdiction of the courts operating
inVictaria and any courts entitled to hear appeals from those
courts and waives any right to object to proceedings being
brought in those courts.

Maotices: Any natice given under this Agreement must be in
wiriting addressed to the addresses set out in this Agreement,
or the relevant address last notified by the recipient to the
Parties in accordance with this clause. Any notice may be
sent by standard post or email, and will be deemead to have
b served an the sxpiry of 48 heurs in the case of post, o
at the time of transmission in the case of transmission by
email,

Walver: Any failure or delay by a Party in exercising a power
or right {elther wholly ar partially) in relation to this
Agresment does not operate as a waiver or prevent that
Farty from exercising that power ar right or any ather power
or right. A waiver must be in writing and will be effective anly
to the extent specifically stated.

Sewerance: If 3 provision of this Agreement is held to be vaid,
imwalid, illagal or unenfarceable, that provision is to be read
dowen as narrowly as necessary toallow it to be valid or
anforceable, failing which, that provision or that part of that
pravisian) will be severed from this Agreement withaut
affecting the validity or enforceability of the remainder of
that provision or the ather provisions in this Agreament,

Survival: Without limiting the clawses which by their nature
survive termination of this agreement, clauses 18
[Commercial Supply Services), clause 20 [Intellectual
Froperty], 21 [Confidential Information), 22 [Privacy), clause
23 [Limitations on lizbility and Indemnity), and clause 24
[Term and Termination} will survive termination ar expiry of
this Agresment.

Definitions

In this Agreement, unless the context otherwisa requires,
capitalised terms have the meanings given to them in the
Schedule, and:

Affiliate means any cormpany which (directly or indirecthy)
controls, is contralled by or is under commaon cantrol with 2
Party and Includes any Group Companies.
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Agreerment means these terms and cenditicns, all
Appendices and annexures and any Wark Order issued under
it and any documents attached to, ar referred tain, each af
tham,

ANDA means Abbreviated Mew Orug Application as defined
by the FOuA or eguivalent non-US major country regulatory
autharity.

Business Day means a day on which banks are open for
general banking business in Victaria, excluding Saturdays,
Sundays and public holidays.

Calendar Year means any calendar year beginning on January
1st and ending on Decamber 315

Clinical Supply means that Study Product manufactured by
us in accordance with GMP practices for use in a Clinical Trial.

Clinical Trial means a human dinical study that is designed
Le:

() establish that a pharmaceutical, biological or
diagnostic product is reasenably safe far continued
testing,

(k) investigate the safety and efficacy af such praduct far
its intended use, and to define warnings, precautions
amd adverse reactions that may be associated with
such product or

(<] suppart Regulatory Approwval or label expansion af
such product, and

includes any human pharmacakinetic study, Phase 1 Cinical
Trial, Phase 2 Clinical Trial, Phase 3 Chinical Trial or any post-
appraval chinical trial in humans.

Commencement Date means the date this Agreement is
sipned by the last of the Parties.

Confidential Information means:

(&) any infermation, whether in visual, decumentary,
oral ar electronic farm, that is disclosed directly ar
indiracthy by a Disclosing Party or its Representatives
tothe Recaiving Party which relates to the Disclosing
Farty's [or its Representatives’), businesses, clients,
custemers af suppliers, and whether or net such
infarmatian is marked as “canfidential™ar is received
acquired, overheard, or learnt by the Receiving Party
lar any of its Representathves) in any way whatsoever
including:

{i) trade secrets, intellectual property, ideas,
source code, designs, monetisation plans,
concepts, knowladge, know-haw, inventions,
technology, software;

{iif financial imformation, including financial
reports, balance sheets, profit and loss
staterments, sakes infarmatian and bank
atcaunts, accounting, monetisation, capital
raising, marketing and technical plans and
infarmatian, and infarmation regarding
funding arrangements;

{iii)  business infermation, including business
plans, strategic plans, budgets, propasals,
management reports and marketing and
distributian plans, business models, cperating
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procedures, processes, technigues, business
methads, customer and supplier lists
[including any prospective ar proposed
customer and supplier lists) and analytical
informatian;

[iv) persanal infarmation, including information
concerning the Disclosing Barty's
Representatives, clients, customers or
suppliers;

(v} commercizlly sensitive information ar other
business intelligence; and

|b) any other infarmation ar data that the Receiving
Partyis told by the Disclosing Party or the Disclosing
Party’s Representatives is confidential, or that a
reasonable person would expect from its nature to
be canfidential;

<) all compilations, notes, records, analyses, extracts,
summaries or other documents and related
information prepared by the Receiving Party or its
Representatives which contain ar reflect any af the
infermation referred to in (a) o (b), including any
copies of the Confidential Infarmation, and copies af
the notes, records and related information
generated; and

(d) any discussions, presentations, investigations ar
negatiations between the parties regarding this
Agreament and the fact that such discussions
presentations, investigations or negotiations are
taking place or have ocourred.

Consequential Loss means, whether under statute, contract,
aquity, tort (including neglipence), indemnity ar atherwise:

{a) any less or damape that cannet be cansidarad to arise
aocording to the uswal course of things from the
relevant breach, act or amisshon, whether or nat such
loss or damage may reascnably be supposed to have
been in the contemplation of the Parties at the time
they enterad into this Agreement as the probable
results of the relevant breach, act or omission; andfor

(b} without limiting subclause (), any real or anticipated
lass of profit, loss of benefit, loss of revenuwe, loss af
business, loss of goadwill, loss of opportunity, loss of
savings, loss of reputation, loss of use and/or lass ar
corruption of data.

Howeawer, the Parties agree that your obligation to pay us the
Price under this Agreement will not constitute
“Consequential Loss®,

CRO means cantract research organisation

Defects means any defacts, errors, amisskans, faults or flaws
in the Study Preduct or whare the Study Products are not af
merchantab ke guality, ar are non-compliant with any Laws,
poad industry practice, or any requirement of this
Agroement,

Disclaslng Party means the Party disclosing Confidentlal
Infarmation to the Receiving Party.

Dispute has the meaning given in clause 26.6,

Drug Master Flles ar DMF is a submsion ta the FDA er its
equivalent in an ather major country regulatory authoricy
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that may be used to provide confidential detailed
infarmation about facilivies and/ar hurnan drugs. The
Informatkon contained in the DMF may be used to suppart an
IND, 3 MDA, an ANDA, ancther DMF, an Export Application,
or amendments and supplements to any af these.

Event of Default means any event or circumstance described
inclause 25.1.

FD¥A means the Food and Drug Administration of the United
States [US) ar its equivalent in a majar country.

Financial ¥ear means a period of 12 consecutive months
ending an 30 June.

Force Majeure Event means any avent ar circumstance
which is bayond a Party’s reasanable contral including but
nat limited to, acts of Ged incleding fire, hurricane, typhoan,
earthguake, landslide, tsunami, mudslide or other
catastraphic natural disaster, civil riat, civil rebellion,
revalution, terrorismm, insurection, militarily usurped power,
act of sabotage, act of a public anemy, war [whether
declared ar not) or other like hostilities, ionising radiation,
cantamination by radioactivity, nuclear, chemical ar
biological contamination, any widespread illness, quarantine
or gavernment sanctioned ordinance or shutdown, pandemic
[including COVID-19 and any variations or mutations to this
disease or illness) or epidemic.

Good Laboratory Practices or GLP means the then-current
good laboratory practice standards, practices, and
procedures promulgated or endorsed by the applicable
Regulatary Authaority as set forth in the guidelines imposad
by such Regulatery Autharity, as may be updated from tima-
to-time.,

Good Manufacturing Practices or GMP means the then-
current good manufacturing practice standards, practices,
and procedureas promulgated or endorsed by the applicable
Regulatary Autharity as set forth in the guidelines imposed
by such Regulatory Autharity, as may be updated fram time-
to-time.

Government Agency means:

(a] a government or government department or other
body;
(B} a governmentzal, semi-governmental or judicial

person including a statutory corporation; or

(=} a person (whether autanomaous ar not) who is
charged with the administration of a law.

Group Company means us and our “related bodies
carporate® as that term is defined under the Corporations
Act 2001 (Cth),

IMD means Investigational New Drug application required
pursuant to US statute 21 C.F.R. Part 312 or its equivalent in
anather majar country,

Insolvency Event means any of the fallowing events ar any
anakigous event:

[a) a Party disposes of the whole ar any part of the
Farty's assets, operations or business other than in
the ordinary course of business;

(o) a Party ceases, or threatens to cease, carrying on
business;

CONFIDENTIAL

£} a Party is unabde to pay the Party’s debts as the debts
fall due;

{<d) any ste is taken by a mortgages to take pessession
ar dispose of the whale or any part of the Party's

assets, operatkans ar business;

&) any step is taken for & party to enter inta any
arrangemant or compramise with, or assignmeant for
the benefit af, a Party’s creditors ar any class of a
Party's creditors; ar

(f} any step is taken to appoint an administrator,
recaiver, receiver and manager, trustee, provisional
liguidator or liguidator of the whaole or any part of a
Party's assets, aperations or business,

Intellectual Property Rights or Intellectual Property means
any and all existing and future rights thraughout the world
conferred by statute, commen law, equity or any
correspond ing law in relation ta any copyright, designs,
patents or trademarks, domain names, know-how,
inventions, processes, trade secrets or confidential
infermation, circult layouts, software, computer programs,
databases or source codes, including any application, or right
ta apply, for registration of, and any impravements,
anhancements or modifications of, the foregoing, whether ar
nat registared ar registrable.

Improvements to Your Materials means any development,
madification, adaptation or improvement of Your Materials [s
made by ar on behalf of either Party (or any of their
respective Personnel), or in respect of which Intellectual
Praperty Rights are acquired by, either Party during the
Term,

Improvements to Our Materials means any development,
madification, adaptation or improvement of Qur Materials Is
made by ar on behalf of either Party {or any of their
respective Persannel), or in respect of which Intellectual
Froperty Rights are acquired by, either Party during the
Term,.

IMD means investigational new drug application as defined
by the FDA ar any similar regulatory authority of @ major
COUNERY.

Laws means all applicable laws, regulations, codes,
guidelines, policies, protocols, consents, appravals, permits
and licences, and any requirements or directions given by
any govarnment or similar authority with the power to bind
of Impase obligations on the relevant Party in connection
with this Agreement or the supply of the Services.

Liability means any expense, cost, liability, less, damage,
daim, notice, entitemant, investigation, demand,
proceeding or judgment {whether under statute, contract,
equity, tort (including negligence), indemnity ar aotherwisa),
hawsoever arising, whether direct ar indirect and far whether
present, unascartzined, future or contingent and whather
inealving a third party or a Party to this Agreement ar
otherwise.

Local Sponsor means the acting sponsor af the Study Product
far the purposes of the TGA Legislation,

Material Adverse Effect means a material adverse effect
upen either the ability of a Party to comply with its
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obligations wnder a Transaction Document or the
effectiveness ar enforceabilicy of a Transaction Dacument.

Mibzstones has the meaning given in the applicable Wark
Order.

Moral Rights has the meaning given in the Copyright Act
1968 [Cth] and includes any similar rights in any jurisdiction

In the warld,

MDA means new drug application as defined by the FDA or
any similar regulatory authority of 2 major country.

Mew Materlals means all Intellectual Property developed, or
created by or on behalf of a Party or its respective Personnel
in connection with this Agreament or the supply of the
Servicas, whether before or after the date of this Agreement
and any imprevements, madifications or enhancemants of
such Intellectual Property, but excludes Our Materials, Your
Materials, Improvements ta Yaur Materials and
Improvements to Our aterkals,

MHMRC means the National Hezlth and Medical Research
Caunell.

NHMRC Statement neans the NHMRC National Statement
on Ethical Conduct in Human Research {2007} or its
replacement.

Order Request has the meaning given in clause 3.4,

Qur Materals means all Intellectual Property which is owned
by ar licensed to us and any improvements, modifications or
enhancements of such Intellectual Property.

Personnel means, in respect of a Party, any of its employeeas,
cansultants, suppliers, subcontractors or agents, but in
respect of you, does not include us.

Phase 1 Clinical Trial means a clinical trial that ganarally
prowides for the first introd uction into humans of a
pharmaceutical or biologic product with the primary purpase
of determining safety, metabolism, and pharmacokinetic
properties and clinical pharmacology of such prodect, ina
rmanner that is generally consistent with 21 CFR. &
312.21(a), as amended [ar its successor regulation), ar, with
respect bo any other country or Jurisdiction, the equivalent of
such a clinical trial in such ather country ar jurisdiction.

Phase 2 Clinical Trial means a clinical trial that is intended to
explare the feasibility, safety, dose ranging, or efficacy of a
pharmaceutical or biologic praduct, that is prospectively
designed to generate sufficient data (if successful) to
cammence & Phase 3 Clinical Trial of such product, in a
manner that is penerally consistent with 21 CFR. §

31221 (b), as amended [or its successor regulation), or, with
respect to any other country or jurisdiction, the equivalent of
such a clinical trial in such ether country or jurisdiction.

Phase 3 Clinieal Trial means, as to a pharmacautical ar
biclogic praduct, & Clinical Trial in humans performed ta gain
evidence with statistical significance of the efficacy of such
product in & target population, and to obtain expanded
evidence of safety for such praduct that is needed to
evaluate tha averall banefit-risk relationship of such product,
to form the basis for approval of a MDA or a biclogical license
application {BLA] by a Regulatory Autherity, and to provide
an adequate basis for physician laballing, in 2 manner that is
generally consistent with 21 F.R. § 312.21|c), as amended
[oF its sl ecessor repulation), of, with respact te any ather
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country o jurisdiction, the eguivalent of such a Clinical Trial
insuch ather country or jurisdictian.

Potential Event of Default means an event or circumstance
which, with the giving of notice, lapse of time ar fulfillment
of any canditian, would become an Event of Default.

Price means the price set out in the applicable Waork Order,
adjusted In accerdance with this Agreement, and incledes
the Deposit (if any).

Privacy Laws means the Australian Privacy Principles set out
inthe Privacy Act 1988 |(Cth) and any other privacy ar anti-
spam Laws applicable ta you

Receiving Party means the Party receiving Confidential
Infarmation from or an behalf of the Disclosing Party.

Regulatory Approval means, shall mean any and all
approvals (including supplements, amendments, pre- and
past-approvals and NDA approvals), licenses, registrations o
authorizations (including marketing and Labelling
autherizations) of any national, supra-national [e.g., the
European Cammisien ar the Council of the Evrapean Unian,
regianal, state or local Regulatory Autharity, department,
bureauw, commission, council ar ather governmental entity,
that are necessary for the manufacture, commercialization,
use, starage, transport or sale of a product in a given
jurisdiction,

Regulatory Authority means any body which has jurisdiction
over the conduct of 2 Study and includes the FOB, TGA, ar a
egquivalent major country regulatory authority, the Reviewing
HREC and any overseas regulatory authorities or Government
Agency wha may audit ar require to be audited any part af
the Study.

Regulatory Materkals means any Regulatany Submission,
natification, communication, correspondence [Including
farmal and informal nates), registration, Regulatory
Approval, arather filing made to, received fram, or
otherwise conducted with a Regulatory Authority related to
the exploitation of a pharmaceutical, biclogic or diagnostic
praduct in a particular country or jurisdiction.

Regulatory Submissions means all applications, filings,
dassiers [including a DMF), and other documents submitted
to a Regulatory Authority in support of developing,
manufacturing, or commercizlzing a pharmaceutical or
biologic product or a diagnostic product (induding to obtain,
support, or maintain Regulatory Approval from that
Repulatary Authority), Repulatory Submissions include all
INDs, MDAs, BLAs, IDES, PMAS, 510[k)s and other applications
far Regulatery Appreval and thelr equivalents,

Regulatory Requireme nts means any requirement by a
Regulatory Authority to have the product reglstered
induding any requirements for an IND application.

Representatives means a Party’s Personnel induding
Fersannel of 2 Graup Campany.

Reviewing HREC means the applicable Human Research
Ethics Committee reviewing the Study or its equivalent im any
jurisdiction ather than Australia.

Schedule means a schedule ta this Agreement.
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Services means the services set out in the Schedule and all
applicable Waork Orders, as adjusted in accordance with this
Agresment.

Sponsor means the persan or organisation that is the
spansor of recard as provided in 21 CFE.R, §312.50 (and
caomparable Applicable Law outside of the U.5.) of a Clinical
Trial with responsibility, unless atherwise delegated in
accordance with 21 CF.R. §312.52 [and comparable
Applicable Law outside of the .5, for such Clinical Trial and
rnaking all required submissions to Regulatory Authorities
related thereto.

Study means a Clinical Trial as set out in the applicable Weork
Crder,

Study Participant means a person recruited te participate in
a study,

Study Product has the meaning given in the applicable Wark
Order.

Study Site means the sites where a Study will be conducted,

TORO Document means a document setting out the transfer
of regulatary obligaticns as between the Parties as included
I the relevant Waork Order,

TGA means the Therapeutic Goods Administration af the
Com monwealth of Australia ar any successor body.

Transactlon Documents means:
[a) this Agreement including all Work Qrders;

(b} amy document which we and you agree is a
Transaction Document for the purpases of this
Agreement, and any agreement or instrument
created under them.

TGA Legislation means the Therapeutle Goods Act 1989 (Cth)

and any applicable repulations, guidelines, standards and
palicies as upd ated fram time ta time,

US means the United States of America.
Variathon has the meaning given in clause 4.1,
Variation Request has the meaning givien in clause 4,1,

Waork Order means an erder far the supply of the Services,
issued by us in accordance with clause 3.

Your Materials means all Intellectual Preperty owned or
lizensed by yau of vaur Persannal bafare the
Commencement Date (which is not connected to this
Agreement) and/or developed by or an behalf of vou or yaur
Personnel during the course of this Agreement, whether
developed independently of this Agreement ar not, and any
improvements, madifications ar enhancemeants of such
Intellzctual Property and incdudes the Praduct information.

Your Obligations has the meaning given in the applicable
Work Order.

L Interpretation

In this Agreement, unless the context otherwise requires:

feh a reference to this Agreement or any other document

includas the document, all schedules and all
anfexures a5 noavated, amended, supplemented,
varied ar raplaced from time to time;

CONFIDENTIAL

[

(e

a reference Lo any lepislation or law includes
subardinate legislation ar law and all amendments,
consolidaticns, replacements or re-enactments from
i to tlme;

a reference o a person includes a natural persan,
body corporate, partnership, joint venture,
assaciation, government or statutary bady;

a reference to a party (including a Party) o a
document includes that party’s executors,
administrators, successars, permitted assigns;

a reference te a covenant, obligation or agreement of
two ar more persans binds or benefits them jointly
and severally;

a reference Lo time is to local time in Vietaria,
Australia; and

a reference Lo S ar dallars refers ta the currensy of
Australia from time to time
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ANMEXLIRE 1 = Work Order 1

Study Product Manufacuring Services

The Werk Order is issued pursuant to clause 2 of the Services Agresment between INGEND CRO Pty Ltd (ACN 656 400 056)
[Provider, we, us, our] and ResolutionRx Ltd [ACM 664 925 651 [Client, you, wour], tegether the Parties and each a Farty. Unbess
otherwise defired in this Weork Order, capitalised terms have the meanings given ta them in the Agresment,

Study Product

Manufacturing Services

Price and Timeline

Payment Terms

Date of this Work Order 2722023

Proprietary nanc-lipid particle formulations of dronakinel for use in the treatment of obstructive
sleep apnea (05A) as described in Attachment 1 - “Project Report - Dronabinel Formulation
Sereening”

The Sarvices for this Waork Order consist of:
Study Produect Manufacturing Services

In consideration for the Price, we will provide the following Manufacturing Services together with
third-party companies with expertise in drug fermulation (preferably dronabinol) and packaging
expertise. The chaice of third-party companies will require Client approval:

*  Complete Bench Testing and Design Final Dosage Form
*  Study Praduct GMP Fermulation & Fill {Phase 1)

*  Study Product GMP Formulation & Fill {Phase 2)

= Clinical Supply, Packaging & Distribution iPhase 1)

#  Clinical Supply, Packaging & Distribution (Phase 3)

*  CMC Regulatory

«  Study Preduct Stabiliny

Transfer Informatian an reguest

450,000 upon executlon of this Agreement to be credited against the first involca(s) until the full
550,000 has been credited.

The Prices and Timelines for the Manufacturing Services to be performed during the course of the
Clinical Fregram are described in Attachment 2 - "Dronabingl O5A Budget” in the section entitled
“II. Progrietary Dranabinel Fermulation Manufacturing”,

You agres that the Price is based en the assumptions listed in Attachment 2 and subject te
medification in accordance with Section 3 below. The Parties agree that the Price may vary if the
assumptions change.

Az described in Attachment 2, the Client must pay the Provider the Frice as follows:
payments are to be made at the beginning of each quarter and 45 days after the rendering of an
invoice, net 45 days for that quarter.

The date this Work Order is terminated according to the Agreement or this Work Order or the date
on which we have completed the supply of the Services to you (as reasonably determined by us).
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Owerviaw
The Services under this Wark Order are furthar detailed below,
Timeline for delivery
We will commence performance of the Services within 30 days after payment of the Depasit,
I, Assumptions
The following assumptions have been made when caloulating the resources and Price in this Werk Order:

- RespireRx Pharmaceuticals Inc., now an Affiliate of ResolutionRx Ltd (ACN 884 325 651) has completed Phase 2 in

human studies with dronabinal
3. Change Process

Changes and alterations to this Weork Order will be made in acoordance with the Variation provisions set out in clause 4 of

the Agreement.
4,  Suspension of a Wark Qrder
This Section 4 takes pracedence over any clauses in relation to the same subject matter in the Agreament.

a)l  Suspending a Work Order: A Work Order may be suspended, which does not constitute a termination of the Work Crder,

where you have been unsuccessful in ebtaining the funding mecessary to continue with the Services provided that:
i you have given us at least 30 days” prior notice of the suspension in writing (Notice of Suspension);

il you have pravided us with evidance of the lack of funding such as a board resolution, 45X

declaratien/announcernent or latter from the relevant funding body;: and
i wee have agreed inwriting to suspend the Study Order.

by If the Parties cannaot reach agreement in relation to the suspension of a Study Order, clause 26,6 (DEputes) of the
Apresrment dhall apply.

¢} Once both Parties have agreed that a Study has been suspended:
i. wee will czase providing the Services;

i you are to pay for all Services provided prior to suspension, including Services which have been provided and

hawe not yet been invoiced to you, and all ether amounts due and payable under this Agreement; and

il you rmust pay us any additional costs, reasonably incurred, and which arise directly fram such suspension
including (i) any and all pass through costs and (il) any costs that we Incur due to the termination or suspension

of subcontracts relating to the Services.

di  Resuming a Study Order: A 5tudy can only be suspended for 3 maximum of 90 days (Suspension Period). If you have
nat contacted us toresurme the Study befare the end of the Suspension Periad, the Study will be terminated and

Section 5 below shall apply. If vou would like to resume a Study Order you agree that:




DocuSign Envelope |D: BYED1EDD-3877-4A15-B382-50F1 DES1DABD

i the Price and timelings st out in this Study Qrder are no longer applicable;
i it will constitute & Variation Event and clause 4 (Variation) of the Agreement shall apply.
Terminaticn
This Work Crder can be terminated as set cut in clause 24 of the Agreement.

This Weork Qrder will be subject te, governed by, and will incorperate the terms and conditions contained in the Agreement. Tothe
extent thare is any ambiguity, discrapancy or inconsistency in or batweaen the terms of the Agreement and this Work Order, the
terms of the Work Order will prevail. Each Party, upon its acceptance of this Wark QOrder, i bound by, and must comply with, its

respective obligations under this Work Order and the Agreement.

Executed by INGENu CRO Pty Ltd [(ACM 656 400 056) in accordance with section 126 of the Corporations Act 2001 (Cth), by its duly

authorised agent;
DocuBigned by
. Sud tf?amral. br. sud Agarwal
[HriA1 17 DF44F a0
Zlgnature Warne [Print)
CEQ 27 February 2023
Position (Print) Date

Executed by ResolutionRx Ltd (ACM 664 925 651] in accordance wit h section 126 of the Corporations Act 2001 {Cth), by its duly

authesized agent:
DacuSigned by
My j‘bﬁf m-dﬂ"'gt{lfn Mr. leff Margolis
TOADLIGGIER04 00
Signature Name [Print)
senier Financial Gfficer and Director 27 February 2023

Position (Print) Date
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ANMEXURE 2 - Work Order 2

Regulatory Services

The Werk Order is issued pursuant ta clause 2 of the Services Agréement betwean INGENT CRO Pty Ltd (ACN &56 400 058)
[Provider, we, us, our] and ResolutionRx Ltd [ACN 664 925 651 [Client, you, wour], tegether the Parties and each a Party. Unbess
otherwise defined in this Werk Order, capitalised terms have the meanings given to them in the Agreement.

Date of this Work Order 23032023

Study Product Proprietary nano-lipid particle forrmulations of dronabinel for uze in the treatrment of obstructive

sleep apnea (034) as described in Attachment 1 - “Project Report - Drenabingl Formulation
Screening”

The Servicas for this Work Crder consist of:

Services

*  Regulatory Services

Regulatory Services In consideration for the Price, we will provide the following Regulatory Services:

® Act as your regulatory interface and conduct all necessary work in support of the of the
Clinical Trial Pragrarm consisting ef a pharmacokinetic clinical trial and reguired pivatal
Phase 3 or other pivetal clinical trial(s) of your Study Freduct,

= Meetings with FD&, TGA or other appropriate regulatory authority(ies) and key experts to
discuss the Pre-IND meeting strategy to support the raticnale for and design of a Clhinical
Trial Frogram;

»  Manage, prepare, validate and submit a Pre-IND meeting request (including a Full Dossier
preparation and all expert reports required] an behalf of ReseluticnRx Ltd (ACN 664 025
651] to the appropriate regulatary bodies as well a5 preparing any nesded responses to
any comments from the appropriate regulatery bodies;

*  Prepare and manage required INDs during the course of the Clinical Trial Program on
behalf of ResolutionRx Ltd (ACKN 6564 925 651} to be filed with the appropriate regulatery
bodies;

m Transler Infwmat e en reqm‘t

The Expenzes are:

=  FDA &and Statutory application fees related to this project
= any disbursements, reasonably and directly incurred by the us and approved in advance
by yiou for the purposs of the supply of the Services,
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The Prices and Timelines for the Regulatory Services to be provided during the course of the Clinical
Program are described in Attachment 2 - “Dronabine] 054 Budget” in the section entitled
Regulatory with line items describing Pre-IND and IND costs

Price and Timeline

You agree that the Price is based on the assumptions listed in Attachment 2 and subject to
madification in accordance with Section 4 below, The Parties agres that the Price may vary if the
assumptions change.

Subject to clause 4.3 of the Agreement, if a Milestone Is not achleved within one quarter of its
original estimated completion date, you will be entitled to 3 20% reduction with respect tothe
costs attributable to that Milestone, each quarter until the Milestone is achieved but only where
the delay in that rilestone is due to drournstances set out in clause 4.3[c) of the Agreement.

Fayment Terms As described in Attachment 2, you must pay us the Price & follows:

For the line items describing Fre-IMD and IND costs, payments are to be made at the beginning of
each quarter and 45 days after the rendering of an invoice, net 45 days for that quarter.

The date this Work Order is terminated according to the Agreement or this Wark Order or the date
on which we have completed the supply of the Services to you [as reasonably determined by us).

Overviaw
The Services under this Work Order are further detalled below.
1. Tirmeline for delivery

We will commence performance of the Services within 30 days after payment of the Depasit described in Annexure 1 - Work
Order 1.

2. Assumptions
The following assumptions have been made when caloulating the resources and Price in this Weork Order:

& RespireRx Phasmaceuticals Ine,, now an Affillate of ResalutionRyx Ltd (ACN 664 925651) has completed Phase 2 human
studies of dronabinaol

3. Change Process

Changes and alterations to this Work Order will be made in acoordance with the Variation provisions set gut in clause 4 of

the Agreement,
d. Su Spensicn

This section 5 takes precedence over any clauses in relation to the same subject matter in the Agreemaent.
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ap  Suspending a Work Order: & Werk Order may B2 suspended, which dees not constitute a termination of the Wark
Order, where yeu have been unsuecessful in obtaining the funding necsssary ta continue with the Services provided

that:
i. you have given us at least 30 days” prier notice of the suspension in writing (Motice of Suspension);
i you have provided us with evidence of the lack of funding such as a board resolution, ASX
declaration/announcerment or letter fram the relevant funding bedy; and
lil. wee have agreed in writing to suspend the Study Order.

by  Ifthe Parties cannat reach agreement in relation te the suspension of a Study Order, clause 26.6 (Disputes) of the

Agreement shall apply.
4] Once bath Partles have agreed that a Study has been suspendead:
I wee will cease providing the Services;

i you are to pay for all Services arising directly from such suspension, including Services which have been provided

and hawve not yet been invoiced to you, and all other amounts due and payable under this Agreement; and

il you must pay us any additional costs, reasenably incurred, and which arise directly fram such termination
including (i) any and all pass through Costs and {il] any costs that we Incur due to the termination or suspension

of subcontracts relating to the Services.

di  Resuming a Study Order: & Study can only be suspended for a maxirmum of 90 days (Suspension Period). If you have
not contacted us to resurne the Study before the end of the Suspension Period, the Study will be terminated under

Section 6 belaw. If you would like to resume a Study Order you agree that:
i. the Price and time lines set out in this Study Order are no longer applicable;

i it will constitute a Variation Event and clause 4 (Variation) of the Agreement shall apply.

This Waork Cder can be terminated as et out in dause 24 of the Agreement,

This Weark Order will be subject to, governed by, and will incorporate the terms and conditions contained in the Agreement. To the
extent there is any ambiguity, discrepancy or inconsistency in or between the terms of the Agreement and this Work Crder, the
terms of this Work Order will prevail. Each Party, upon its acceptance of this Work Order, is bound by, and must comply with, its

respective obligations under this Work Order and the Agreerment.
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Executed by INGENY CRO Pty Ltd [ACM 656 400 056] in accordanca with section 126 of the Corpargtions Act 2001 (Cth), by its duly
authorised agent.

DocuBlgned by

. Sud !I?‘lhﬁ'ﬂ.t Dr. Sud Agarwal

0a11TOF44F 405,

Zignature Marne |Print)

27 February 2023
CEQ

Presitian (Print] Date

Executed by Resolutionfx Ltd (ACM 664 925 651) in accordance with section 126 of the Corporations Act 2001 {Cth), by its duly
authorised agent:

DosuSkgmed by:

g, J[__ﬁ:ﬂ.w%ﬁ Mr. 1eff margalis

TCACIDOGNEEDLTT. .
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Signature Name [Print)

] ] = s . 27 Feb 2023
semior Financial OFFicer and Director earuary

Position (Print) Date
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ANMEXLIRE 3 — Work Order 3

Clinical Sarvices

The \Work Order is issued pursuant to clause 2 of the Services Agreemaent between iINGENG CRO Pty Litd (ACN 656 400 056)
[Pravider, we, us, our] and ResolutionRe Ltd (ACN 664 925 651 [Client, you, your), together the Parties and each a Party, Unless
otherwise defined in this Werk Order, capitalized terms hawe the meanings given to them in the Agreement.

Study Product

< n
SEMVICES

Clinical Services

Your Obligations

Price and Timeline

Payment Terms

Cwarview

271/2022

Proprietary nanc-lipid particle forrmulations of dronabinol for use in the treatment of obstructive
sheep apnea (CSA) as described in Attachment 1 - “Froject Repert - Dronabinol Formulation
Screening”

The Sarvices far this Werk Order consist of:
Clinical Services

In consideration for the Price, we will previde the fallowing Clinical Services, together with third-
party campanies with expertise in dinical trial expertise, The choice of third-party companies will
require Cliznt approval:

*  Phase 172 Clinical Trizls

*  Phage 3 Chinical Trial - 240 patlents
More detailed description of services may be found in Attachment 2 - “Dronakinol 054 Budget” in
the section entitled “lIl. Clinical".

Transfer Information on request

The Prices and Tirmelines for the Clinical Services to be performed during the course of the Climical
Program are described in Attachment 2 - "Dronabine! 054 Budget” in the section entitled “[need to
insart the corract reference].

You agree that the Price is based on the sssumptions listed in Attachment 2 and subject ta
madification in accordance with Saction 2 below, The Parties agree that the Price may vary if the
assumptions change.

A= described in Attachment 2, the Client must pay the Provider the Frice as follows:
payments are to be made at the beginning of each quarter and 45 days after the rendering of an
invoice, net 45 days for that quarter.

The date this Weork Order is terminated accarding ta the Agreement or this Waork Crder ar the date
on which we have completed the supply of the Services to you (as reasonably determined by us).

The Services under this Work Order are further detailed belowr.

1 Timaline far delivary

We will cammence performance of the Services within 20 days after payment of the Depasit,
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Z. Assumplions
The following assumptions have been made when caloulating the resources and Frice in this Weork Order:

& RespireRe Pharmaceuticals Inc., now an Affillate of ResolutienRx Ltd (ACN 854 335 851) has complated Phase 2 human

stisdies with dronabingl
3 Change Process

Changes and alterations ta this Work Order will be made in scoordance with the Variation provisions set gut in clause 4 of

the Agresment.
Suspension
This Section 4 takes precedence over any clauses in relation to the same subject matter in the Agreement.

a) Suspending a Work Order: A Work Order may be suspended, which does not constitute a termination of the Wark
Crder, where you have been unsuccessful in obtaining the funding necessary to continue with the Services provided

that:

i you have given us at least 30 days” prior notice of the suspension in writing (Motice of Suspension);
i the Study can be safely suspended without putting the Study Participants at any risk;
iii. the Study Sites have agreed to suspend the Study;

[ you have pravided us with evidence of the lack of funding such as a board resolution, ASX

declaration/announcernent or letter from the relevant funding bady: and
LA wee have agreed in writing to suspend the Study Order.

by I the Parties cannot reach agreement in relation to the suspension of 3 Study Order, clause 26,6 (Disputes) of the

Agresment shall apply.
c) Cnoe both Parties have agreed that a Study has been suspended:
i. wee will cease providing the Servicas;

i the Parties will discuss and coordinate the termination of the Study to ensure compliance with Law, Study
Participant safety and where required or necessary provide continuity of treatment in a safe and efficient

mannar;

. you are to pay for all Services arising directly from such suspension, including Services which hawve been provided

and hawve not yet been invoiced te you, and all other amounts due and payable under this Agreement; and

'8 you must pay us any additional costs, reasenably incurred, and which arise directly from such suspension
including (i) any and all pass through costs and (i) any costs that we incur due to the termination or suspension

of subcontracts relating to the Services.
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dl  Resuming a Study Order: A Study can only be suspended for a maxkimum of 90 days (Suspension Period), If you have
nat cantacted us to resurme the Study befare the end of the Suspension Period, the Study will be tarminated and

Section 6(b) below shall apply. F you would like to resume a Study Order you agree that:
i. the Price and time lines set out in this Study Crder are no kenger applicable;
iil. it will constitute a Variation Event and clause 4 (Variation) of the Agreement shall apply.
B Terminatior
In addition to the termination provisions set out in clause 20 [#7)af the Agreement, the following shall apphy:
a}  Either Party may terminate this Wark Order by giving the ather Party 20 days’ written notice, provided that:
[ the Study can be safely terminated without putting the Study Participants at any risk; ar
i you have another contract research arganisation {(Incoming CRO) which will take over the Services; and
illi. the Study Sites have agreed to terminate the Study.
by  Upen termination of the Waork Order:

i wee will cease providing the Services provided this will not impact an the safety of Study Participants. Where the
Study will not be terminated, and you have organised for an Incoming CRO to take over the provision of the
Servicas, we will continue providing the Services until such time as we have completed a hand over to the

Incoming CRO as reasonably determined by us;

i the Parties will discuss and coordinate the termination of the Study to ensure compliance with Law, Study
Participant safety and, where required of necessary provide cantinuity af treatment in a safe and efficient

manner;

118 you are to pay for all Services provided prior to termination, including Services which have been provided and
hawe not yet been invaiced to you, and all ether amounts due and pavable under this Agreement and, whare
applicable, any Services that we provide (as reasonably determined by us] until the handover ta the Incoming

CRO is complete;

i, yiou st pay us any additional casts, reasenably incurred, and which arise directly from such termination
including any &nd all pass through costs, and whera you have terminated the Study Order you also agree to pay

any costs that we incur dee to the termination or suspension of subcontracts relating to the Services; and

a. we will retain your documents (including copies) as required by law or regulatory requirements. Your express or
implied agreement to this Study Order constitutes your autherity for us to retain or destroy documents in

acoordance with the statutery periods, or on expiry or termination of this Study Crder.

This Weork Order will be subject to, governed by, and will Incorperate the terms and conditions contained in the Agreement. Tothe
extent there s any amblguity, discrepancy or inconsistency in or betweaen the terms of the Agreement and this Work Order, the
terms of this Work Order will prevail. Ezch Party, upon its acceptance of this Work Crder, is bound by, and must comply with, its

respaective obligations under this Wark Order and the Agreement.
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Executed by INGEMY CRO Pty Ltd (ACN 656 400 056) in aceardance with secticn 126 of the Corpargtions Aot 2001 [Cth), by its duly
authorsad agent.

DemuSageed y:
%-.E.‘j::f:.f or. sud Agarwal
Signature Warne [Print)
27 February 2023
CED
Positian (Print) Date

Execiibed By ResalutionPx Ltd (ACM 664 925 651) in accardance with saction 126 of the Corporations st 2000 {Cth), by its duly
authorized agent:

DocuSigred by:

fily, Jgﬁw; Mr. Jeff Margelis

FCAGA DO D).,

Zignature Narne [Print)

senior Financial officer and pirector 27 February 2023
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Attachment 1 - Formulation Report

Project Report -
Dronabinol Formulation

Screening

Cecembsr 2020

Ascension Sciences




















































Attachment 2 — Dronabinol Budget



































































Attachment 3

Transfer of Regulatory Obligations (TORO)
Document

ription of Respons

F

A
Comment

A. Preparing and submitting a
Clinical Trial Application

If responsibility for any item in this section
Is shared by INGEN{ and Sponsor, check
beth boxes and clarify the division of
responsibilities in the Shared Responsibility
Comment column.

1. Act as Agent for Sponsar,
subimit and receive all
applicable Regulatory
Authority correspondence

O

2 Prepare Clinical Trial D
Matificatian
3. Submit Clinical Trial L]
Motification to Regulatory
Authority
4. Prepare and submit all ]

required documentation
to HREC

B. Maintaining an effactive
Clinical Trial Application with
respect to the investigations by
preparing and submitting the
follewing amendments, as
necessary.

If responsibility for any item in this section
Is shared by INGEN{ and Sponsor, check
beth boxes and clarify the division of
responsibilities in the Shared Responsibility
Comment column.

1. Protocol amendments
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INGEND Pty Ltd Services Agreement
2 Infarmation amendments:
. AP Chemistry,
manufacturing and
controls D
Pharmacology f Toxicology
Clinical
3. Safety Reports
= Preparation of initial written O
report
" O
»  Follow-up reports
P rep D
Motification of
FRegulatory Authority
4. Annual Reports to the TGA, D
HREC and Trial regisiry.
5. Lettar to Withdraw a
Clinizal Trial Application
&. Responses to Regulatory (W
Authority Information
Reguests
7. Responses to Regulatory (Il
Authority Clinical Hold

C. Salecting investigators and
monitors

If responsibility for any item In this section
is shared by iINGEMO and Sponsor, check
both boxes. INGENQ accepts regulatory
responsibility {ies) only for those sites or
monitors selected by INGEND or assigned
to INGEMD as specified In the study

ag reement.

1. Select qualtfied inveshgators O
and abtain avidence of the
gualfications
2. Infarm investigators O 1B and Protocol to
be drafied by the
Provide |nvestigator's Sponsor, however
Brochure shared with the site
: by the CRO.
»  Provide the Protocol
3. Control the shipping of the [l
investigational product
Approve the investigational D
preduct shipment to
investigators after review of
site regulatory documents.
*  Ehip the investigational D
preduct to investigators
4 Select qualified monitors O

D. Review of angeoing investigation

If responsibility for any item in this section
is shared by iINGENO and Sponsor, check
both boxes. INGEND accepts the requlatory
responsibility {ies) only for




DocuSign Envelope (D BAED1ED0-5677-441 5-B3B2-90F1 DES1DARD

iINGEMNO Pty Ltd

Services Agreement

those sites assigned to INGEND as
specifled in the study agreement.

Menitor the progress of
the clinical investigation
(including investigator
compliance applicable
Regulatory Authority
mandates)

O

2. Submit pretoca] amendments

3

Review and evaluate evidence
relating to safety and
effectivenass as it becomes
available

O] O

Provide new safety
irfermation as it becomes
available

Secure compliance or
discontinue investigator
participation

ar)

If imvestigator padicipation is
discontinued:

Ensure return and
disposition of
investigational product per
applicakle Regulatory
Authority mandates

Motify Regulatory
Authonty of
discontinuation of
investigator participation

|

Indicate which Party is
respensible for Serious
Breach reporting
responsibiliiies

Determine wheather the
investigational product
presents an unreasconakble
and significant risk to the
subjects and if so,
dizcontinwe the investigation
and:

Motify Regulatory Authority
Metify all IRBs/IECs
Motify all Investigators

Assure the disposition of all
stacks of the investigational
preduct

Furnish Regulatory Authority
with & full report of the
Sponsor's achons

EEEE

&

OO00O0
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E. Recordkeeping and record
retention

Unless otherwise specified herein, INGEND
will return all study documents (including
the TMF) to the Sponscer upon completion of
the project as specified in the study

agreamen t.

1. Maintzin records required
under applicakble regulations
during the conduct of the
study including but not
limited to:

Records of shipment,
receipt and disposition of
study drug

»  Records relating to financial
interests of investigators
subject to applicable
Fegulatory Autharity
mandates.

Reserve samples of any
nvestigational product and
refarence standard
wentfied in, and usad in
any of the bicequivalence
or bicavailability studies

O

F. Inspection of Sponsor
Records

If respansibility for any item in this section
is shared by INGEND and Sponsor, check
both boxes and clarify the division of
responsibilities in the Shared Responsibility

Comment column.

1. Permit access o, copying
and verffication of records or
reports relating to the cinical
investigation to Regulatory
Authority upen request from
Regulatory Autharity

(]

2. Submit the records or reports
relating to the clinical
investigation (or coples of
them) to Ragulatory Autharity
upon written request from
Regulatory Authority

3. Discontinue shipment of
investigational product to any
investigator whe has failed to
maintain or make available
o a Regulatory Authority
records and reports of the
clinical irvestigation

4. Provide records ar reports
coneerning shipment,
delvery, receipt, and
disposition of "eontrolled
substances’ upon
request from the relevant
Regulatory Authority.
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G. Disposition of unused If responsibility for either item in this
investigational product section is shared by INGEND and Spansor,

check both boxes, iINGEND accepts the
regulatory responsibility (ies) only for
those sites assigned to INGENU as
specified in the study agreement.

1. Assure the return of all unused O
supphes of the investigational
oroduct

2. Dispose of ar destroy all unused O
supplies of the investigational
product

H. Apply for Regulatory O
Authority approval to export
the investigational product.

|. Administration & Setup If responsibility for either item in this
section is shared by INGEND and Sponsor,

check both boxes, INGEND accepts the
regulatory respansibility (ies) only for

those sites assigned to INGENG as
specified in the study agreement.

1. Database selecticn O
2. Database build O
3. Data Management [l
4. Electronic Data Caplure D
5 Clinical Quality Assurance
(C2A) Auditing (vendar
s@lection)
5. Statietical Analysis (Bicstatistics) O
7. Madical Writing O
8. Medical Manitoring [l
2. Independent Data Monitoring O
Committes (IDMC)
10. Project Managamant O
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Attachment 4 — FORM OF AUTHORITY TO WORK WITH STUDY SITES ON YOUR BEHALF

INGENu Pty Ltd
Office C2, level 1, 459 Toorak Road, Tocrak VICTORIA By email
sud.agarwal@ingenucro.com

Dear Dr Sud,
LETTER OF ALUTHORISATION

271212023

ResolutionRx Ltd (ACN 664 925 651) of C/- Bentleys (SA) Pty Ltd, Level 5,
63 Pirie Street, Adelaide SA 5000 [(Sponsor)] is the sponsor of the clinical
trial known as the RESPIRE-XXXX-2023

On or around 27/2/2023, the Sponsor entered into a clinical trial agreement
with Vitalis Clinical Research Pty Ltd (ABN 43 655 694 863) of unit 15 456 St
Kilda Rd, Melbourne 3000, VIC (Site). On or around 27/2/2023, the Sponsor
entered into an agreement with a clinical research organisation, INGENu Pty
Ltd {ACN 656 400 056) of Office C2, level 1, 459 Toorak Road, Toorak
VICTORIA (INGEMu). The Sponsor has transferred some of its obligations as
Sponsor to INGENu under the attached Study Work order and Transfer of
Regulatory Obligations (TORO) document.

This letter is to authorise INGEMNuU to communicate with the Site and to
represent Sponsor and perform its obligations to the Site as set out in the
TORO document.

Daculigrad by:

My, Marplis
SigI'IEd. P .M-utgﬁmuu...ﬁf. e
Jeff Margolis

Title senior Financial officer and Director

27 February 2023




