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Genenta Science S.p.A. Reports Financial Results for the Six Months Ended June 30, 2023

Genenta Science S.p.A. (“Genenta”) is furnishing this report on Form 6-K to provide its unaudited consolidated financial statements as of June 30, 2023, and for the six months ended June 30, 2023, and June 30, 2022, and to provide its Management’s Discussion and Analysis of Financial Condition and Results of Operations with respect to such financial statements.

The unaudited consolidated financial statements as of June 30, 2023, and for the six months ended June 30, 2023, and June 30, 2022, are attached to this Form 6-K as Exhibit 99.1. Management’s Discussion and Analysis of Financial Condition and Results of Operations is attached to this Form 6-K as Exhibit 99.2.

As described in more detail in Note 14, Subsequent events to the financial statements attached as Exhibit 99.1 hereto, (i) on August 1, 2023, Genenta entered into a Sponsored Research Agreement (the “CP1 SRA”) with Ospedale San Raffaele S.r.l. (“OSR”) to perform certain feasibility studies contemplated under the Company’s amended and restated license agreement with OSR (the “ARLA”), and (ii) on September 28, 2023, Genenta and OSR entered into a related amendment to the ARLA.

The descriptions of the CP1 SRA and the amendment to the ARLA contained in this Form 6-K and in Exhibits 99.1 and 99.2 hereto do not purport to be complete and are qualified in their entirety by reference to the complete text thereof, copies of which are filed as exhibits 10.1 and 10.2, respectively, to this Form 6-K.

EXHIBIT INDEX

Exhibit	Title
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10.1†	Sponsored Research Agreement between Genenta Science S.p.A. and Ospedale San Raffaele S.r.l. dated August 1, 2023

10.2†	Amendment to Amended and Restated License Agreement between Genenta Science S.p.A. and Ospedale San Raffaele S.r.l. dated September

28, 2023

99.1	Unaudited Consolidated Financial Statements as of June 30, 2023, and for the six months ended June 30, 2023, and June 30, 2022.

99.2	Management’s Discussion and Analysis of Financial Condition and Results of Operations.

101 The following materials from Genenta’s Report on Form 6-K for the six months ended June 30, 2023, formatted in Inline XBRL (eXtensible Business Reporting Language): (i) the Consolidated Balance Sheets, (ii) the Consolidated Statements of Operations and Comprehensive Loss,

(iii) the Consolidated Statements of Changes in Shareholders’ Equity, (iv) the Consolidated Statements of Cash Flows, and (v) Notes to the Consolidated Financial Statements.

· Portions of this exhibit (indicated with markouts) have been redacted in accordance with Item 601(b)(10)(iv).
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SIGNATURES

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, thereunto duly authorized.

GENENTA SCIENCE S.P.A.

Date: October 20, 2023	By: /s/ Pierluigi Paracchi
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Pierluigi Paracchi, Chief Executive Officer
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Exhibit 99.1

Genenta Science S.p.A.

Consolidated Statements of Operations and Comprehensive Loss

	
	
	
	Six Months Ended June 30,

	
	
	
	2023
	
	
	
	2022
	

	
	
	
	(Unaudited)
	
	

	Operating expenses
	
	
	
	
	
	
	
	

	Research and development
	€
	3,921,802
	€
	1,640,579

	General and administrative
	
	
	2,878,373
	
	
	2,513,558

	Total operating expenses
	
	
	6,800,175
	
	
	
	4,154,137
	

	
	
	
	
	
	
	
	
	

	Loss from operations
	
	
	(6,800,175)
	
	
	(4,154,137)

	
	
	
	
	
	
	
	
	

	Other income (expense)
	
	
	
	
	
	
	
	

	Other income
	
	
	114,992
	
	
	215,486

	Finance income (expense)
	
	
	77,999
	
	
	-

	Unrealized exchange rate gain (loss)
	
	
	(152,041)
	
	
	1,826,330

	Total other income (expense)
	
	
	40,950
	
	
	
	2,041,816
	

	
	
	
	
	
	
	
	
	

	Loss before income taxes
	
	
	(6,759,225)
	
	
	(2,112,321)

	Income taxes benefit (expenses)
	
	
	-
	
	
	-

	Net loss
	
	
	(6,759,225
	)
	
	
	(2,112,321
	)

	
	
	
	
	
	
	
	
	

	Net loss and comprehensive loss
	€
	(6,759,225)
	€
	(2,112,321)

	
	
	
	
	
	
	
	
	

	Loss per share:
	
	
	
	
	
	
	
	

	Loss
	€
	(6,759,225)
	€
	(2,112,321)

	Loss per share – basic
	
	€
	(0.37
	)
	
	€
	(0.12
	)

	Weighted average number of shares outstanding – basic
	
	
	18,216,858
	
	
	
	18,216,858
	

	
	
	
	
	
	
	
	
	



The accompanying notes are an integral part of these consolidated financial statements.
[image: ]

Genenta Science S.p.A.

Consolidated Balance Sheets

	
	
	
	At June 30,
	
	
	At December 31,

	
	
	
	2023
	
	
	
	2022
	

	
	
	
	(Unaudited)
	
	
	
	
	

	Assets
	
	
	
	
	
	
	
	

	Current assets
	
	
	
	
	
	
	
	

	Cash and cash equivalents
	€
	12,213,260
	€
	29,794,856

	Marketable securities
	
	
	9,998,547
	
	
	-

	Prepaid expenses and other current assets
	
	
	2,304,233
	
	
	1,926,512

	Total current assets
	
	
	24,516,040
	
	
	
	31,721,368
	

	
	
	
	
	
	
	
	
	

	Non-current assets
	
	
	
	
	
	
	
	

	Fixed assets, net
	€
	102,933
	€
	111,639

	Other non-current assets
	
	
	2,103,732
	
	
	1,601,503

	Other non-current assets - related party
	
	
	3,350
	
	
	3,350

	Total non-current assets
	
	
	2,210,015
	
	
	
	1,716,492
	

	Total assets
	
	€
	26,726,055
	
	
	€
	33,437,860
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Liabilities and shareholders’ equity
	
	
	
	
	
	
	
	

	Current liabilities
	
	
	
	
	
	
	
	

	Accounts payable
	€
	349,274
	€
	1,042,054

	Accounts payable - related party
	
	
	130,220
	
	
	151,988

	Accrued expenses
	
	
	448,365
	
	
	202,389

	Accrued expenses - related party
	
	
	632,381
	
	
	489,207

	Other current liabilities
	
	
	211,272
	
	
	297,875

	Total current liabilities
	
	
	1,771,512
	
	
	
	2,183,513
	

	
	
	
	
	
	
	
	
	

	Non-current liabilities
	
	
	
	
	
	
	
	

	Other non current liabilities
	
	
	21,004
	
	
	27,218

	Retirement benefit obligation
	
	
	129,449
	
	
	88,963

	Total long-term liabilities
	
	
	150,453
	
	
	
	116,181
	

	
	
	
	
	
	
	
	
	

	Commitments and contingencies
	
	
	-
	
	
	-

	
	
	
	
	
	
	
	
	

	Shareholders’ equity
	
	
	
	
	
	
	
	

	Ordinary shares, no par value, 59,700,000 shares authorized and 18,216,858 shares issued
	
	
	
	
	
	
	
	

	and outstanding
	
	
	67,019,158
	
	
	66,603,725

	Accumulated deficit
	
	
	(42,215,068)
	
	
	(35,465,559)

	Total shareholders’ equity
	
	
	24,804,090
	
	
	
	31,138,166
	

	Total liabilities and shareholders’ equity
	
	€
	26,726,055
	
	
	€
	33,437,860
	

	
	
	
	
	
	
	
	
	



The accompanying notes are an integral part of these consolidated financial statements.
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Genenta Science S.p.A.

Consolidated Statements of Changes in Shareholders’ Equity

	
	Common shares
	
	Common stock,
	
	Accumulated
	
	
	
	
	

	
	outstanding
	
	no par value
	
	deficit
	
	
	Total

	Balance at December 31, 2021
	18,216,858
	
	€
	65,880,990
	
	€
	(27,019,807
	)
	
	€
	38,861,183
	
	

	Share-based compensation
	-
	
	
	240,043
	
	
	-
	
	
	
	240,043
	
	

	Net loss
	-
	
	-
	
	(2,112,321)
	
	
	(2,112,321)

	Balance at June 30, 2022 (Unaudited)
	18,216,858
	
	€
	66,121,033
	
	€
	(29,132,128
	)
	
	€
	36,988,905
	
	

	Share-based compensation
	-
	
	
	482,692
	
	
	-
	
	
	
	482,692
	
	

	Cumulative translation adjustment
	-
	
	-
	
	32,011
	
	
	32,011
	

	Net loss
	-
	
	-
	
	(6,365,442)
	
	
	(6,365,442)

	Balance at December 31, 2022
	18,216,858
	
	€
	66,603,725
	
	€
	(35,465,559
	)
	
	€
	31,138,166
	
	

	Share-based compensation
	-
	
	
	415,433
	
	
	-
	
	
	
	415,433
	
	

	Cumulative translation adjustment
	-
	
	-
	
	9,716
	
	
	9,716
	

	Net loss
	-
	
	-
	
	(6,759,225)
	
	
	(6,759,225)

	Balance at June 30, 2023 (Unaudited)
	18,216,858
	
	€
	67,019,158
	
	€
	(42,215,068
	)
	
	€
	24,804,090
	
	



The accompanying notes are an integral part of these consolidated financial statements.
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Genenta Science S.p.A.

Consolidated Statements of Cash Flows

	
	
	
	Six Months Ended June 30,
	
	
	

	
	
	
	2023
	
	
	
	2022
	
	
	

	
	
	
	(in Euros)
	
	
	
	

	Cash flows from operating activities
	
	
	
	
	
	
	
	
	
	

	Net loss
	€
	(6,759,225)
	€
	(2,112,321)
	

	Adjustments to reconcile net loss to net cash used in operating activities:
	
	
	
	
	
	
	
	
	
	

	Cumulative translation adjustment
	
	
	9,716
	
	
	-
	
	
	

	Depreciation expense
	
	
	21,143
	
	
	2,813
	
	
	

	Retirement benefit obligation
	
	
	40,486
	
	
	24,574
	
	
	

	Share-based compensation
	
	
	415,433
	
	
	240,043
	
	
	

	Gain on purchase of marketable securities
	
	
	(9,517)
	
	
	-
	
	
	

	Changes in operating assets and liabilities
	
	
	
	
	
	
	
	
	
	

	Prepaid expenses and other current assets
	
	
	(377,721)
	
	
	(1,218,085)
	

	Other non-current assets
	
	
	(502,229)
	
	
	443,114
	
	
	

	Accounts payable
	
	
	(692,780)
	
	
	83,092
	
	
	

	Accounts payable - related party
	
	
	(21,768)
	
	
	252,607
	
	
	

	Accrued expenses
	
	
	245,976
	
	
	(329,451)
	

	Accrued expenses - related party
	
	
	143,174
	
	
	40,218
	
	
	

	Other current liabilities
	
	
	(86,603)
	
	
	7,203
	
	
	

	Other non-current liabilities
	
	
	)
	
	
	-
	
	
	

	
	
	
	(6,214
	
	
	
	
	
	

	Net cash used in operating activities
	
	
	(7,580,129
	)
	
	
	(2,566,193
	)
	

	Cash flows from investing activities
	
	
	
	
	
	
	
	
	
	

	Purchase of marketable securities
	
	
	(9,989,030)
	
	
	-
	
	
	

	Purchases of fixed assets
	
	
	)
	
	
	(2,813
	)
	

	
	
	
	(12,437
	
	
	
	
	
	

	Net cash used in investing activities
	
	
	(10,001,467
	)
	
	
	(2,813
	)
	

	Cash flows from financing activities
	
	
	
	
	
	
	
	
	
	

	Financing activities
	
	
	-
	
	
	-
	
	
	

	Net cash provided by financing activities
	
	
	-
	
	
	
	-
	
	
	

	Net increase (decrease) in cash and cash equivalents
	
	
	(17,581,596)
	
	
	
	(2,569,006)
	
	

	Cash and cash equivalents at beginning of period
	
	
	29,794,856
	
	
	37,240,162
	
	
	

	Cash and cash equivalents at end of period
	
	€
	12,213,260
	
	
	€
	34,671,156
	
	
	

	
	
	
	
	
	
	
	
	
	
	



The accompanying notes are an integral part of these consolidated financial statements.
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Genenta Science S.p.A.

Notes to the Consolidated Financial Statements

1. Nature of business and history

Genenta Science S.p.A. (the “Company” or “Genenta” - formerly Genenta Science S.r.l., a “società a responsabilità limitata” or “S.r.l,” which is similar to a limited liability company in the United States) converted to an Italian joint stock company (a “società per azioni” or “S.p.A.”) in June 2021, which is similar to a C corporation in the United States. The Company was founded in Milan, Italy by San Raffaele Hospital (“OSR”), Pierluigi Paracchi, Luigi Naldini and Bernhard Gentner, and was incorporated in July 2014. On May 20, 2021, the quotaholders (owners of the Company) resolved that the Company convert from an S.r.l. to an S.p.A., determined that the outstanding quota be converted to 15 million ordinary shares at no par value and adopted new Bylaws. The registered office remained located in Milan, Italy. The Company’s reporting currency is Euros (“EUR” or “€”).

In May 2021, the Company formed a wholly owned Delaware incorporated subsidiary, Genenta Science, Inc., intended for future operations in the United States (“US Subsidiary”). The US Subsidiary operates in US Dollars (“USD” or “$”).

On December 17, 2021, the Company completed an initial public offering (“IPO”) of its shares. The shares began trading on the Nasdaq Stock Capital Market (“Nasdaq”) on December 15, 2021.Through the IPO, 3,120,114 new ordinary shares with no par value were issued. 720,114 ordinary shares were subscribed by the Company’s existing shareholders through a reserved offering, while 2,400,000 American Depository Shares (“ADSs”), each representing one of the Company’s ordinary shares, were offered to the public and listed on Nasdaq. Subsequently, on December 27, 2021, the Company’s underwriter exercised a portion of its “green shoe” allotment for an additional 96,744 ADSs. The total number of shares outstanding resulting at December 31, 2021 was 18,216,858. Through the IPO, approximately €29 million was raised, net of listing costs (approximately €3.9 million). There were no additional ordinary shares issued from December 31, 2021 to June 30, 2023.

On May 12, 2023, the Company filed with the Securities and Exchange Commission (the “SEC”) a shelf registration statement (the “Shelf Registration Statement”) that was subsequently declared effective on May 24, 2023. It permits the Company to sell from time-to-time ordinary shares, including ordinary shares represented by ADSs, or rights to subscribe for ordinary shares or ordinary shares represented by ADSs in one or more offerings in amounts, at prices and on the terms that the Company will determine at the time of offering for aggregate gross sale proceeds of up to $100.0 million.

The Company may offer and sell up to $30.0 million ordinary shares in the form of ADSs from time to time pursuant to a Controlled Equity OfferingSM Sales Agreement, dated May 12, 2023 (the “Sales Agreement”), between the Company and Cantor Fitzgerald & Co. (“Cantor”), as agent, subject to the terms and conditions described in the Sales Agreement and SEC rules and regulations (the “ATM Offering”).

Genenta is an early-stage company developing first-in-class cell and gene therapies to address unmet medical needs in cancerous solid tumors. The Company is initially developing its clinical leading product, Temferon™, to treat glioblastoma multiforme (“GBM”), a solid tumor affecting the brain. The Company intends to continue its clinical trials in Europe and eventually start a clinical trial in the United States to study Temferon™ in other cancers. In June 2023, the Company’s Board of Directors (the “Board”) selected Renal Cell Cancer (“RCC”) as the second solid tumor indication for Temferon. The Company is developing a clinical plan for RCC.

The Company is subject to risks and uncertainties common to early-stage clinical companies in the life-science and biotechnology industries, including but not limited to, risks associated with completing preclinical studies and clinical trials, receiving regulatory approvals for product candidates, development by competitors of new competing products, dependence on key personnel, protection of proprietary technology, compliance with government regulations and the ability to secure additional capital to fund operations. The clinical product candidates currently under development will require significant additional research and development efforts, including regulatory approval and clinical testing prior to commercialization. These efforts require significant amounts of additional capital, adequate personnel and infrastructure and extensive compliance-reporting capabilities in Italy, Europe and the United States. Even if the Company’s product development efforts are successful, it is uncertain when, if ever, the Company will realize revenue from product sales and profit from operations.
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Liquidity and risks

The Company has incurred losses since its inception, including a net loss of €6.8 million and €2.1 million for the six months ended June 30, 2023, and June 30, 2022, respectively. In addition, at June 30, 2023, the Company had an accumulated deficit of €42.2 million. The Company has primarily funded these losses through the proceeds from sales of convertible debt and equity quotas, prior to the Company’s conversion into an S.p.A., and then through the proceeds from its IPO. Although the Company has incurred recurring losses and expects to continue to incur losses for the foreseeable future, the Company expects that its existing cash and cash equivalents on hand of €12.2 million, together with the other short term marketable securities of €10.0 million as of June 30, 2023, will be sufficient to fund current planned operations and capital expenditure requirements for at least the next twelve months from the filing date of these consolidated financial statements. However, the future viability of the Company is dependent on its ability to raise additional capital to finance its operations. The Company’s inability to raise capital as and when needed could have a negative impact on its financial condition and ability to pursue its business strategies. There can be no assurance that the current operating plan will be achieved or that additional funding will be available on terms acceptable to the Company, or at all.

The Company has evaluated whether there are conditions and events considered in the aggregate that raise substantial doubt about the Company’s ability to continue as a going concern. The Company’s business model, typical of biotechnology and life science companies developing new therapeutic products that have not reached a balanced income and financial position, features negative cash flows. This is because, at this stage, costs must be borne in relation to services and personnel, directly connected to research and development, and clinical activities, and return for these activities is not certain and, in any case, it is expected in future years. Based on the accounting policies adopted, requiring full recognition of research and development, and clinical costs in the statement of operations and comprehensive loss in the year they are incurred, the Company has reported a loss since its inception, and expects to continue to incur significant research and development, and clinical costs in the foreseeable future. There is no certainty that the Company will become profitable in the future.

The Company’s ability to raise additional capital may be adversely impacted by the potential worsening of global economic and political conditions and volatility in the credit and financial markets in the United States and worldwide. This could be exacerbated by, among other factors, the lingering effects of the COVID-19 pandemic and its ongoing variants and/or the war between Russia and Ukraine. The Company’s failure to raise capital as and when needed or on acceptable terms would have a negative impact on the Company’s financial condition and its ability to pursue its business strategy, and the Company may have to delay, reduce the scope of, suspend or eliminate one or more of its research-stage programs, clinical trials, or future commercialization efforts.

As stated, the Company will require additional capital to meet its long-term operating requirements. It expects to raise additional capital through, among other things, the sale of equity or debt securities, which may include sales of ADSs pursuant to the ATM Offering. If adequate funds are not available in the future, the Company may be forced to delay, reorganize, or cancel research and development and/or clinical programs, or to enter into financing, licensing or collaboration agreements with unfavorable conditions or waive rights to certain products which otherwise it would not have waived, resulting in negative effects on the activity and on the economic, patrimonial and /or financial situation of the Company.

Quantitative and qualitative disclosure about market risk

The Company is exposed to market risks in the ordinary course of its business. Market risk represents the risk of loss that may impact the Company’s financial position due to adverse changes in financial market prices and rates. The Company’s current investment policy is conservative due to the need to support operations. The Company invests available cash in bank time deposits with reputable banks that have a credit rating of at least “A” and Italian and United States government treasury notes and bonds with short term maturity. A minority of the Company’s cash and cash equivalents is held in deposits that bear a small amount of interest. The Company’s market risk exposure is primarily a result of foreign currency exchange rates, which is discussed in detail in the following paragraph.

The Company is an early-stage cell and gene therapy company commercializing technology licensed from OSR. The Company intends to continue to conduct its operations so that neither it nor its subsidiary is required to register as an investment company under the Investment Company Act of 1940, as amended, and the rules and regulations promulgated thereunder (the “‘40 Act”). To ensure that the Company does not become subject to regulation under the ‘40 Act, the Company may be limited in the type of assets that it may own or acquire. If the Company were to become inadvertently subject to the ‘40 Act, any violation of the ‘40 Act could subject the Company to material adverse consequences.
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Foreign currency exchange risk

The Company’s results of operations and cash flow may be subject to fluctuations due to changes in foreign currency exchange rates. The Company’s liquid assets and expenses are denominated in EUR and USD. (At June 30, 2023, the Company maintained €12.2 million in cash and cash equivalents and €10.0 million in marketable securities. Changes in the USD/EUR exchange rate could increase/decrease the Company’s operating expenses, especially as more costs are incurred in the United States or, as USD are exchanged for EUR to cover European operating costs. As the Company continues to grow its business, the Company’s results of operations and cash flows might be subject to significant fluctuations due to changes in foreign currency exchange rates, which could adversely impact the Company’s results of operations.

Currently, the Company has recorded an unrealized net loss from exchange rate of approximately €0.2 million. The Company does not currently hedge its foreign currency exchange risk. In the future, the Company may enter formal currency hedging transactions to decrease the risk of financial exposure from fluctuations in the exchange rates of its principal operating currencies. These measures, however, may not adequately protect the Company from the material adverse effects of such fluctuations.

2. Summary of significant accounting policies

Basis of presentation

The consolidated financial statements of the Company are unaudited and have been prepared in accordance with generally accepted accounting principles in the United States of America (“U.S. GAAP”) for interim financial reporting and in accordance with Regulation S-X, Rule 10-01 promulgated by the Securities and Exchange Commission (“SEC”). Accordingly, the financial statements may not include all the information and footnotes required by U.S. GAAP for complete financial statements. Any reference in these notes to applicable guidance is meant to refer to the authoritative U.S. GAAP as found in the Accounting Standards Codification, or ASC, and Accounting Standards Update (“ASU”) of the Financial Accounting Standards Board (“FASB”).

The accompanying unaudited consolidated financial statements should be read in conjunction with the audited consolidated financial statements and accompanying notes included in the Company’s Annual Report on Form 20-F filed with the SEC on April 21, 2023. The balance sheet as of December 31, 2022 was derived from audited consolidated financial statements included in the Company’s Annual Report but does not include all disclosures required by U.S. GAAP.

Certain information and footnote disclosures normally included in financial statements prepared in accordance with U.S. GAAP have been condensed or omitted from these interim financial statements. However, these interim financial statements include all adjustments, consisting only of normal recurring adjustments, which are, in the opinion of the Company’s management, necessary to fairly state the results of the interim period. The interim results are not necessarily indicative of results to be expected for the full year.

A summary of the significant accounting policies applied in the preparation of these consolidated financial statements is presented below, only for the categories and headings now applicable and that might be applicable in the future based on the Company’s business. These policies have been consistently applied, unless otherwise stated.

Principles of consolidation

The accompanying consolidated financial statements include the accounts of the Company and its wholly owned subsidiary. All significant intercompany accounts and transactions have been eliminated in consolidation.
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Use of estimates

The preparation of financial statements in conformity with U.S. GAAP requires management to make estimates and assumptions that affect the reported amounts reported in the financial statements and the disclosures made in the accompanying notes. Estimates and assumptions reflected in these consolidated financial statements include, but are not limited to, the accrual for research and development and clinical expenses and related milestone payments, share-based compensation expense, valuation of research and development tax credits, the valuation of equity and the recoverability of the Company’s net deferred tax assets and related valuation allowance. Estimates are periodically reviewed considering changes in circumstances, facts, and experience. Actual results may differ from these estimates under different assumptions or conditions. Changes in estimates are recorded in the period in which they become known. The areas involving a higher degree of judgment or complexity, or areas where assumptions and estimates are significant to the consolidated financial statements are disclosed below.

Cash and cash equivalents

The Company considers all highly liquid investments purchased with original maturities of 90 days or less at acquisition to be cash equivalents, which amounts may at times exceed federally insured limits. The Company has not experienced any losses on such accounts and does not believe it is exposed to any significant credit risk. In the consolidated cash flow statements, cash and cash equivalents include cash on hand. In the consolidated balance sheets, bank overdrafts, if any, are shown in current liabilities. Cash and cash equivalents are detailed as follows:

	
	
	At June 30,
	
	
	At December 31,

	
	
	2023
	
	
	
	2022
	

	(in Euros)
	
	(Unaudited)
	
	
	
	
	

	Cash in bank
	€
	12,209,242
	€
	29,790,838

	Cash in hand & prepaid cards
	
	4,018
	
	
	4,018

	Total
	€
	12,213,260
	
	
	€
	29,794,856
	

	
	
	
	
	
	
	
	



Net loss and comprehensive loss

Comprehensive loss is defined as the change in equity during a period from transactions and other events and circumstances from non-owner sources. ASC 220 Comprehensive Income requires that an entity records all components of comprehensive (loss) income, net of their related tax effects, in its financial statements in the period in which they are recognized. For the six months ended June 30, 2023, and June 30, 2022, the comprehensive loss was equal to net loss.

Net loss per share

Net loss per share (“EPS”) is computed in accordance with U.S. GAAP. Basic EPS is computed by dividing net loss by the weighted average number of ordinary shares outstanding during the period. Diluted EPS reflects potential dilution and is computed by dividing net loss by the weighted average number of ordinary shares outstanding during the period increased by the number of additional ordinary shares that would have been outstanding if all potential ordinary shares had been issued and were dilutive.

The EPS calculation was applied at the Company conversion to S.p.A. in June 2021. The Company’s shareholders authorized 59.7 million ordinary shares. The Company has 18,216,858 ordinary shares issued and outstanding at June 30, 2023, which has not changed since the IPO, with 2.7 million ordinary shares reserved for the Company’s Equity Incentive Plan 2021–2035.

At June 30, 2023 and June 30, 2022, the Company had options on 318,459 and 147,783 ordinary shares outstanding, respectively, and 23,502 ordinary share equivalents, in the form of underwriters’ ordinary share warrants.

Diluted EPS was not relevant at June 30, 2023 and June 30, 2022, as the effect of ordinary share equivalents, in the form of 23,502 underwriters’ ordinary share warrants, and options on 318,459 and 147,783 ordinary shares, respectively, would have been anti-dilutive. (See Note 10. Shareholders’ equity and Note 11. Share-based compensation.)
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Foreign currency translation

The reporting and functional currency of the Company is Euros. All amounts are presented in Euros unless otherwise stated. All amounts disclosed in the consolidated financial statements and notes have been rounded to the nearest Euro unless otherwise stated. Foreign currency transactions, if any, are translated into Euros using the exchange rates prevailing at the date(s) of the transaction(s) or valuation where items are re-measured. Foreign exchange gains and losses resulting from the settlement of such transactions and from the translation at period-end exchange rates of monetary assets and liabilities denominated in foreign currencies are recognized in the Company’s Consolidated Statements of Operations and Comprehensive Loss. For financial reporting purposes, the assets and liabilities of the US Subsidiary are translated into EUR using exchange rates in effect at the balance sheet date. The net profit/(loss) of the US Subsidiary is translated into EUR using average exchange rates in effect during the reporting period. The resulting currency translation impact is recorded in Shareholders’ equity as a cumulative translation adjustment. At June 30, 2023 and June 30, 2022, the currency translation impact was not material.

During the six months ended June 30, 2023, the unrealized foreign exchange net loss was €0.2 million. During the six months ended June 30, 2022, the unrealized foreign exchange net gain was €1.8 million. The change in the net foreign exchange rate effect was due to the fluctuation in the USD exchange rate with the Euro.

Emerging growth company status

The Company is an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act (the “JOBS Act”) and may take advantage of certain exemptions from various reporting requirements that are applicable to other public companies that are not emerging growth companies. The Company may take advantage of these exemptions until the Company is no longer an “emerging growth company.” Section 107 of the JOBS Act provides that an “emerging growth company” can take advantage of the extended transition period afforded by the JOBS Act for the implementation of new or revised accounting standards. The Company has elected to use the extended transition period for complying with new or revised accounting standards and, because of this election, its consolidated financial statements may not be comparable to companies that comply with public company effective dates. The Company may take advantage of these exemptions up until the last day of the fiscal year following the fifth anniversary of its IPO or such earlier time that it is no longer an “emerging growth company.”

Fair value measurements

Certain assets and liabilities of the Company are carried at fair value under U.S. GAAP. Fair value is defined as the exchange price that would be received for an asset or paid to transfer a liability (an exit price) in the principal or most advantageous market for the asset or liability in an orderly transaction between market participants on the measurement date. Valuation techniques used to measure fair value must maximize the use of observable inputs and minimize the use of unobservable inputs. Financial assets and liabilities carried at fair value are to be classified and disclosed in one of the following three levels of the fair value hierarchy, of which the first two are considered observable and the last is considered unobservable:

· Level 1 — Quoted prices in active markets for identical assets or liabilities.

· Level 2 — Observable inputs (other than Level 1 quoted prices), such as quoted prices in active markets for similar assets or liabilities, quoted prices in markets that are not active for identical or similar assets or liabilities, or other inputs that are observable or can be corroborated by observable market data.

· Level 3 — Unobservable inputs that are supported by little or no market activity that are significant to determining the fair value of the assets or liabilities, including pricing models, discounted cash flow methodologies and similar techniques.

To the extent that the valuation is based on models or inputs that are less observable or unobservable in the market, the determination of fair value requires more judgment. Accordingly, the degree of judgment exercised by the Company in determining fair value is greatest for instruments categorized in Level 3. A financial instrument’s level within the fair value hierarchy is based on the lowest level of any input that is significant to the fair value measurement.
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The carrying values of the Company’s research and development tax credits, VAT credits, accounts payable, accrued expenses and other current liabilities approximate their fair values due to the short-term nature of these assets and liabilities.

	
	
	
	
	
	June 30, 2023
	
	
	
	
	
	

	
	
	Total
	
	Level 1
	Level 2
	
	
	
	Level 3
	

	Marketable Securities
	€
	9,998,547
	
	€
	9,998,547
	
	€
	-
	
	€
	-
	
	

	Total financial assets
	€
	9,998,547
	
	€
	9,998,547
	
	€
	-
	
	€
	-
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	



The Company invests in highly rated foreign government debt securities, with the primary objective of minimizing the potential risk of principal loss. The unrealized gain recognized during the reporting period on trading securities still held at the report date was €9,517.

Segment information

Operating segments are identified as components of an enterprise for which separate discrete financial information is available for evaluation by the chief operating decision-maker in making decisions regarding resource allocation and assessing performance. The Company and its chief operating decision-maker view the Company’s operations and manages its business in one operating segment, which is the research and development in the pharmaceutical sector with a focus on developing novel therapeutics to treat cancer.

Tax credit on investments in research and development

In line with the legislation in force at December 31, 2022, and for the financial year 2023, companies in Italy that invest in eligible research and development activities, regardless of the legal form and economic sector in which they operate, can benefit from a tax credit which can be used in order to reduce most taxes payable, including income tax or regional tax on productive activities, as well as social security contributions and payroll withholding taxes.

For eligible research and development activities, the tax credit was equal to 20% in fiscal year 2022 (“FY 2022”) of the eligible costs incurred, with a maximum annual amount of €4.0 million. Starting with the fiscal year 2023 (“FY 2023”) the law extended the measure up to the tax period ended December 31, 2031; however, the tax credit rate was decreased to 10% of the eligible expenses, and the annual ceiling of the credit increased to €5.0 million.

The eligible activities consist of fundamental research, industrial research, and experimental development as defined respectively of the letters m),

q) and j) of point 15, par. 1.3 of the Communication no. 198/2014 of the European Commission. To determine the cost basis of the benefit, the following expenses are eligible:
· Personnel costs;

· Depreciation charges, costs of the financial or simple lease and other expenses related to movable tangible assets and software used in research and development projects;

· Expenses for extra-euro research contracts concerning the direct execution of eligible research and development activities by the provider;

· Expenses for consulting services and equivalent services related to eligible research and development activities; and

· Expenses for materials, supplies, and other similar products used in research and development projects.
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The Company, by analogy, accounts for this receivable in accordance with International Accounting Standards (IAS) 20, Accounting for Government Grants and Disclosure of Government Assistance. The receivable is recognized when there is reasonable assurance that: (1) the recipient will comply with the relevant conditions; and (2) the grant will be received. The Company has elected to present it net of the related expenditure on the consolidated statements of operations and comprehensive loss.

While these tax credits can be carried forward indefinitely, the Company recognized an amount which reflects management’s best estimate of the amount that is reasonably assured to be realized or utilized in the foreseeable future based on historical benefits realized, adjusted for expected changes, as applicable. The tax credits are recorded as an offset to research and development expenses in the Company’s consolidated statements of operations and comprehensive loss.

Share-based compensation

To reward the efforts of employees, officers, directors, and certain consultants, and to promote the Company’s growth and development, the Board may approve, upon occasion, various share-based awards.

In May 2021, the Company’s quotaholders adopted the Company’s “Equity Incentive Plan 2021–2025” (“the Plan”); however, through December 31, 2021, no options or awards were granted and there were no outstanding options or awards.

In April 2022, the Board, as administrator of the Plan, awarded nonqualified stock options (“NSOs”) on 147,783 shares to its (former) Chairman according to the terms of a sub-plan called “2021-2025 Chairman Sub-Plan” (the “Sub-Plan”) attached to the Plan.

In July 2022, the Board, as administrator of the Plan, awarded NSOs on 392,740 shares to certain of the Company’s directors and employees.

In March 2023, the Board, as administrator of the Plan, awarded NSOs on 46,400 shares to certain of the Company’s directors.

In June 2023, the Company’s shareholders modified the Plan to extend the final deadline for the issuance of the ordinary shares until December 31, 2035, in order to allow that all stock options granted during the term of the Plan could provide for an exercise period of 10 years starting from the date of grant. (See Note 11. Share-based compensation.)

Currently, the Company has authorized options on 1,821,685 ordinary shares (i.e., 10% of the number of shares outstanding, which was 18,216,858 ordinary shares outstanding at June 30, 2023); however, at the quotaholders’ meeting held on May 20, 2021, the quotaholders approved an increase to the Plan of up to a maximum of options on 2,700,000 ordinary shares. Therefore, as the Company raises additional capital, the Board has authority to issue options on 1,821,685 to 2,700,000 ordinary shares, as the number of issued and outstanding ordinary shares grows, i.e., the Company does not have to obtain further authorization from shareholders to increase the number of ordinary shares available for equity grants until the outstanding ordinary shares exceed 27,000,000. At June 30, 2023, there were 586,923 options granted and 1,234,762 options available for grant.

The Company measures its stock option awards granted to employees, officers, directors, and consultants under the Plan based on their fair value on the date of the grant and recognizes compensation expense for those awards over the requisite service period, which is normally the vesting period of the respective award. Forfeitures are accounted for as they occur. The measurement date for option awards is the date of the grant. The Company classifies stock-based compensation expense in its Consolidated Statement of Operations and Comprehensive Loss in the same manner in which the award recipient’s payroll costs are classified or in which the award recipient’s service payments are classified.

The Company chose The Black-Scholes-Merton model because it is considered easier to apply and also it is a defined equation and incorporates only one set of inputs. As a result, it is the model most commonly in use.
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Representative warrants

Upon the closing of the Company’s IPO, the Company issued 23,502 warrants to the underwriters of the offering (“Warrants”). The Warrants are exercisable at a per share exercise price equal to 125% of the public offering price (i.e., $14.375) per ADS sold in the IPO. The Warrants are exercisable at any time and from time to time, in whole or in part, during the four and one-half-year period commencing June 13, 2022. The Warrants will provide for adjustment in the number and price of the Warrants and the ADSs underlying such Warrants in the event of recapitalization, merger, stock split or other structural transaction, or a future financing undertaken by the Company. The Warrants were evaluated under applicable guidance and accordingly classified as equity in the consolidated financial statements.

Non-current assets right of use (“ROU”)

Upon commencement of a contract containing a lease, the Company classifies leases other than short-term leases as either an operating lease or a finance lease according to the criteria prescribed by ASC 842. The Company recognizes both lease liabilities and right-of-use assets on the balance sheet for all leases, except for short-term leases (those with a lease term of 12 months or less). Lease liabilities are initially measured at the present value of the future lease payments over the lease term, discounted at the rate implicit in the lease or, if that rate is not readily determinable, the Company’s incremental borrowing rate. The right-of-use assets represent the lessee’s right to use the underlying asset for the lease term and are initially measured at the same amount as the corresponding lease liability. For finance leases, the Company recognizes interest expense on the lease liability and amortization expense on the right-of-use asset. For operating leases, lease expense is recognized on a straight-line basis over the lease term.

In February 2022, the Company entered into a four-year (i.e., 48 month) lease of an automobile, with an ending date of January 2026. The “base” annual lease payment is €13,967 payable monthly in the amount of €1,164. The lease payment will remain fixed for the four (4) years. The automobile lease was identified and accounted for as a finance type lease.

For the initial measurement, the calculation of the net present value of the right of use asset and liability was made by using the discounted rate of 6.25% and was determined to be approximately €49,320. Lessee initial direct costs were deemed not material. Other non-lease component costs for lease insurance was accounted for separately from the lease. At June 30 2023, the net present value of the ROU asset and liability amounted to approximately €33,240. The liability was determined to be €12,236 as a current liability and €21,004 as a long-term liability.

Fixed Assets

Fixed assets include software and equipment. Software relates to customized development that involved information technology infrastructure security and the Company’s new enterprise resource planning (“ERP”) platform that was implemented during the last quarter of 2022 and went into production in January 2023. Software is amortized on straight line basis. Equipment includes: computers, office furniture and electronic machines. Equipment is stated at cost, including any accessory and direct costs that are necessary to make the assets fit for use, and adjusted by the corresponding accumulated depreciation. The depreciation rates recorded in the consolidated financial statements have been calculated by taking into consideration the use, purpose, and financial-technical duration of the assets, based on their estimated useful economic lives. The Company believes the above criteria to be represented by the following estimated useful lives:

· Equipment & furniture: 15 years;

· Electronic office equipment: 10 years;

· Leasehold improvements: based on the shorter of the life of the leasehold improvement or the remaining term of the lease; and

· Software: amortized based on agreement.

Ordinary maintenance costs are expensed to the consolidated statements of operations and comprehensive loss in the year in which they are incurred. Extraordinary maintenance costs, the purpose of which is to extend the useful economic life of the asset, to technologically upgrade it and/or to increase its productivity or safety for the purpose of economic productivity of the Company, are attributed to the asset to which they refer and depreciated on the basis of its estimated useful economic life. Amortization of leasehold improvements is computed using the straight-line method based upon the terms of the applicable lease or estimated useful life of the improvements, whichever is less.
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Impairment of long-lived assets

In accordance with ASC Topic 360-10-20, ‘‘Property, Plant and Equipment,” the Company performs an impairment test whenever events or circumstances indicate that the carrying value of long-lived assets with finite lives may be impaired. Impairment is measured by comparing the carrying value of the long-lived assets to the estimated undiscounted pre-tax cash flows expected to result from the use of such assets and their ultimate disposition. In circumstances where impairment is determined to exist, the Company will write-down the asset to its fair value based on the present value of estimated cash flows. To date, no impairments have been identified for the six months ended June 30, 2023, and June 30, 2022.

Recently issued accounting pronouncements

In April 2012, the JOBS Act was signed into law. The JOBS Act contains provisions that, among other things, reduce certain reporting requirements for an emerging growth company. As an emerging growth company, the Company may elect to adopt new or revised accounting standards when they become effective for non-public companies, which typically is later than when public companies must adopt the standards. The Company has elected to take advantage of the extended transition period afforded by the JOBS Act and, as a result, unless the Company elects early adoption of any standards, will adopt the new or revised accounting standards on the relevant dates on which adoption of such standards is required for non-public companies.

In December 2019, the FASB issued ASU 2019-12, Income Taxes: Simplifying the Accounting for Income Taxes. The new standard intended to simplify the accounting for income taxes by eliminating certain exceptions related to the approach for intra-period tax allocation, the methodology for calculating income taxes in an interim period and the recognition of deferred tax liabilities for outside basis differences. The new guidance also simplifies aspects of the accounting for franchise taxes and enacted changes in tax laws or rates and clarifies the accounting for transactions that result in a step-up in the tax basis of goodwill. For non-public entities, the standard is effective for annual periods beginning after December 15, 2021, with early adoption permitted. Adoption of the standard requires certain changes to primarily be made prospectively, with some changes to be made retrospectively. The Company adopted this guidance for the reporting period beginning January 1, 2022, which did not have a material impact on its financial statements or disclosures.

In November 2021, the FASB issued ASU 2021-10, Government Assistance (Topic 832), Disclosures by Business Entities about Government Assistance. The aim of ASU 2021-10 is to increase the transparency of government assistance including the disclosure of (1) the types of assistance, (2) an entity’s accounting for the assistance, and (3) the effect of the assistance on an entity’s financial statements. Diversity currently exists in the recognition, measurement, presentation, and disclosure of government assistance received by business entities because of the lack of specific authoritative guidance in U.S. GAAP. The ASU will be effective for annual reporting periods after December 15, 2021, and early adoption is permitted. Upon implementation, the Company may use either a prospective or retrospective method of adoption when adopting the ASU. The Company adopted this guidance for the reporting period beginning January 1, 2022, which did not have a material impact on its financial statements or disclosures.

In August 2020, the FASB issued ASU 2020-06, Debt—Debt with Conversion and Other Options (Subtopic 470-20) and Derivatives and Hedging —Contracts in Entity’s Own Equity (Subtopic 815-40): Accounting for Convertible Instruments and Contracts in an Entity’s Own Equity. This ASU amends the guidance on convertible instruments and the derivatives scope exception for contracts in an entity’s own equity and improves and amends the related EPS guidance for both Subtopics. The ASU will be effective for annual reporting periods after December 15, 2023, and interim periods within those annual periods and early adoption is permitted in fiscal periods ending after December 15, 2020. Upon implementation, the Company may use either a modified retrospective or full retrospective method of adoption. The Company is evaluating the impact of adopting the new ASU.
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3. Research and development

Research and development costs are expensed as incurred. Research and development expenses consist of costs incurred in performing research and development activities, including salaries, share-based compensation and benefits, facilities costs, third-party license fees, and external costs of outside vendors and consultants engaged to conduct clinical development activities and clinical trials, (e.g., contract research organizations [or “CROs”]), as well as costs to develop manufacturing processes, perform analytical testing and manufacture clinical trial materials, (e.g., contract manufacturing organizations [or “CMOs”]). Non-refundable prepayments for goods or services that will be used or rendered for future research and development activities are recorded as prepaid expenses. Such amounts are recognized as an expense as the goods are delivered or the related services are performed, or until it is no longer expected that the goods will be delivered, or the services rendered. In addition, funding from research grants, if any, is recognized as an offset to research and development expense based on costs incurred on the research program.

The Company annually sustains a significant amount of research costs to meet its business objectives. The Company has various research and development contracts, and the related costs are recorded as research and development expenses as incurred. When billing terms under these contracts do not coincide with the timing of when the work is performed, the Company is required to make estimates of outstanding obligations at period end to those third parties. Any accrual estimates are based on several factors, including the Company’s knowledge of the progress towards completion of the research and development activities, invoicing to date under the contracts, communication from the research institution or other companies of any actual costs incurred during the period that have not yet been invoiced, and the costs included in the contracts. Significant judgments and estimates may be made in determining the accrued balances at the end of any reporting period. Actual results could differ from the estimates made by the Company. The historical accrual estimates made by the Company have not been materially different from the actual costs. For further details, please refer to the Related Parties disclosures in Note 12 below.

4. General and administrative

General and administrative costs consist primarily of salaries, share-based compensation, benefits and other related costs for personnel and consultants in the Company’s executive and finance functions, professional fees for legal, finance, accounting, auditing, tax and consulting services, travel expenses and facility-related expenses, which include rent and maintenance of facilities and other operating costs not otherwise included in research and development expense.

5. Income taxes

The Company is subject to taxation in Italy, and with the addition of the US Subsidiary, the Company is subject to taxation in the United States. Taxation in Italy includes the standard corporate income tax (“IRES”) and a regional business tax (“IRAP”). Taxation in the United States includes federal corporate income tax (“IRS”), as well as state and local taxes. Taxes are recorded on an accrual basis. They therefore represent the allowances for taxes paid or to be paid for the year, calculated according to the current enacted rates and applicable laws. In the future, the Company may be taxed in various other countries where it may have permanent establishments, as applicable. Due to the tax loss position reported, no income taxes were accrued for the six months ending June 30, 2023, and June 30, 2022, in Italy or the United States. At June 30, 2023, the US Subsidiary had an immaterial amount of other state taxes.

The Company uses the asset and liability method of accounting for deferred income taxes. Under this method, deferred tax assets and liabilities are recognized for the expected future tax consequences of temporary differences between the carrying amounts and the tax basis of assets and liabilities, measured at tax rates expected to be enacted at the time of their reversals. These temporary differences primarily relate to net operating losses carried forward available to offset future taxable income.

At each reporting date, the Company considers existing evidence, both positive and negative, that could impact its view with regards to future realization of deferred tax assets. In consideration of the start-up status of the Company, a valuation allowance has been established to offset the deferred tax assets, as the related realization is currently uncertain. In the future, should the Company conclude that it is more likely than not that the deferred tax assets are partially or fully realizable, the valuation allowance will be reduced to the extent of such expected realization, and the corresponding amount will be recognized as income tax benefit in the Company’s consolidated statements of operations and comprehensive loss.
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The Company recognizes tax liabilities from an uncertain tax position if it is more likely than not that the tax position will not be sustained upon examination by the taxing authorities, based on the technical merits of the tax position. There are no uncertain tax positions that have been recognized in the accompanying consolidated financial statements. For the Company, the prior five years of tax returns (2018-2022) are potentially subject to audit. For the US Subsidiary, the open years for tax examination are 2021 and 2022, since the US Subsidiary was formed in 2021.

At June 30, 2023 and June 30, 2022, the Company believes there were no significant differences with regards to its deferred tax assets and its relevant components, compared to the computations of the preceding periods.

In 2011, the Italian tax authorities issued a set of rules that modified the previous treatment of tax loss carryforwards. According to DL 98/2011, at the end of 2011, all existing tax loss carryforwards will never expire but they can off-set only 80% of the taxable income of the year. The rules do not affect the tax loss carryforward that refer to the start-up period, defined as the first three (3) years of operations starting from the inception of the Company. The impact of the updated calculation of tax losses carryforward at December 31, 2021 and 2020 is deemed not significant with respect of the preceding periods.

The Company has analyzed its tax position by determining the amount of tax losses that can be carried forward indefinitely and has decided to accrue an allowance for related deferred tax assets as the Company is in a situation of pre-revenues that is destined to remain in the long run and there is no certainty of the future recoverability of such tax losses through tax relevant incomes. Future taxable profits for the Company depend on the manufacture of marketable drugs following the successful completion of the clinical trial. Since the clinical trial is still in a Phase 1/2a, the time frame and uncertainties regarding the outcome of the completion justify the full allowance of deferred tax assets.

	6. Prepaid expenses and other current assets
	
	
	
	
	
	
	
	
	

	Prepaid expenses and other current assets consist of the following:
	
	
	
	
	
	
	
	
	

	
	
	
	
	At June 30,
	
	
	At December 31,

	
	
	
	
	2023
	
	
	
	2022
	
	

	
	(in Euros)
	
	
	(Unaudited)
	
	
	
	
	
	

	
	Value added tax (VAT)
	€
	1,200,383
	€
	912,423
	

	
	Research and development tax credit
	
	
	734,921
	
	
	650,000
	

	
	Advances payments to suppliers
	
	
	32,849
	
	
	41,149
	

	
	Other current assets
	
	
	693
	
	
	219,400
	

	
	Other prepaids
	
	
	335,387
	
	
	103,540
	

	
	Total
	
	€
	2,304,233
	
	
	€
	1,926,512
	
	

	
	
	
	
	
	
	
	
	
	
	



Value added tax (“VAT”) receivables are linked to purchases. Italian VAT (Imposta sul Valore Aggiunto) applies to the supply of goods and services carried out in Italy by entrepreneurs, professionals, or artists and on imports carried out by anyone. Intra-Community acquisitions are also subject to VAT under certain situations. The Italian standard VAT rate for 2023 and 2022 is 22%. Reduced rates are provided for specifically listed supplies of goods and services. It is carried forward indefinitely and does not expire. Based on the historical timing and amounts of VAT tax credit reimbursement received by the Company, at June 30, 2023, the Company reclassified to other non-current assets a portion of the receivable which is expected to be realized beyond 12 months.

Tax credits on research and development represent a special tax relief offered to Italian companies operating in the research and development sector and can be used to offset most taxes payable. The Company has a total research and development tax credit available to be used of approximately €4.2 million at June 30, 2023, which can be carried forward indefinitely and does not expire. However, given the start-up status of the Company, and the fact that it will not be profitable in the foreseeable future (which limits the utilization of the credit), the Company recognized a receivable balance that represents the Company’s best estimate of the amount of tax credit that can be used in offsetting taxes payable by March 31, 2025. This estimate is consistent with the Company’s most updated cash budget utilization projections approved by the Board in March 2023. According to the budget approved, the Company’s available cash as of June 30, 2023, together with our investment in short term marketable securities, is deemed more than sufficient to cover the operating activities through at least the first quarter of 2025, without additional financing or other management plans.
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During the six months ended June 30, 2023, the Company utilized approximately €0.4 million to offset certain social contributions and taxes payable, while during the six months ended June 30, 2022, the Company utilized approximately €0.3 million. In addition, the recorded benefit for the six months ended June 30, 2023, and June 30, 2022, was approximately €0.4 and €0.7 million, respectively, to offset research and development expenses. The Company reclassified to other non-current assets a portion of the receivable, which is expected to be realized beyond 12 months. (See Note 8. Other non-current assets.)

At June 30, 2023, Other prepaid expenses mainly relate to: i) the directors and officers (“D&O”) insurance policy paid in January 2023 of approximately €0.2 million; ii) prepaid expenses of approximately €0.2 million recorded to adjust the manufacturing expenses accrued during the six months ended June 30, 2023, for the actual statement of work confirmed by the manufacturer; and iii) other minor amounts related to miscellaneous types of service agreements.

	7. Fixed assets, net
	
	
	
	
	
	
	
	

	
	Fixed assets consist of the following:
	
	
	
	
	
	
	
	

	
	
	
	At June 30,
	
	
	At December 31,

	
	
	
	2023
	
	
	
	2022
	
	

	
	(in Euros)
	
	(Unaudited)
	
	
	
	
	
	

	
	Software (ERP Implementation)
	€
	87,800
	€
	87,800
	

	
	Computers
	
	37,490
	
	
	31,307
	

	
	Furniture and fixtures
	
	10,930
	
	
	4,676
	

	
	Total fixed assets
	
	136,220
	
	
	
	123,783
	
	

	
	Less: accumulated depreciation
	
	(33,287)
	
	
	(12,144)

	
	Property and equipment, net
	€
	102,933
	
	
	€
	111,639
	
	

	
	
	
	
	
	
	
	
	
	



For the period ended June 30, 2023, software was €87,800 and includes software customization and development costs related to information technology security infrastructure and the new ERP system.

Equipment consists of computers and furniture and fixtures of our office space in Milan, Italy. There were no disposals, nor impairments during the periods. Depreciation has been calculated by taking into consideration the use, purpose, and financial-technical duration of the assets, based on their estimated economic lives. No significant purchases occurred during the six months ended June 30, 2023.

	8. Other non-current assets
	
	
	
	
	
	
	
	

	
	Other non-current assets consist as follows:
	
	
	
	
	
	
	
	

	
	
	
	At June 30,
	
	
	At December 31,

	
	
	
	2023
	
	
	
	2022
	
	

	
	(in Euros)
	
	(Unaudited)
	
	
	
	
	
	

	
	Value added tax (VAT)
	€
	1,325,414
	€
	912,424
	

	
	Research and development tax credit
	
	565,078
	
	
	650,000
	

	
	Other non-current assets
	
	213,240
	
	
	39,079
	

	
	Total
	€
	2,103,732
	
	
	€
	1,601,503
	
	

	
	
	
	
	
	
	
	
	
	



The VAT tax credit matured in 2022 and became eligible for reimbursement in the first six months 2023. As of June 30, 2023, the reimbursement had not been received, even though it was requested during the six months ended June 30, 2023.

The research and development tax credit decreased in 2023. The percentage of eligible research and development expense was reduced from 20% in 2022 to 10% in 2023.

Other non-current assets – include the ROU asset for the car lease in the amount of €33,240 along with the allowance for corporate equity (“ACE”) of approximately €0.2 million.

Other non-current assets - related party includes a security deposit of €3,350 paid to OSR as a security guarantee for the office lease. (See Note 13. Commitments and contingencies.)
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9. Retirement benefit obligation

Employees in Italy are entitled to Trattamento di Fine Rapporto (“TFR”), commonly referred to as an employee leaving indemnity, which represents deferred compensation for employees in the private sector. Under Italian law, an entity is obligated to accrue for TFR on an individual employee basis payable to each individual upon termination of employment (including both voluntary and involuntary dismissal). The annual accrual is approximately 7% of total pay, with no ceiling, and is revalued each year by applying a pre-established rate of return of 1.50%, plus 75% of the Consumer Price Index, and is recorded by a book reserve. TFR is an unfunded plan. The costs of the retirement benefit obligation are accounted for under the provisions of ASC 715, Compensation – Retirement Benefits.

The amount of the obligation at June 30, 2023 and December 31, 2022 was €129,449 and €88,963, respectively.

10. Shareholders’ equity

After the Company conversion from an S.r.l. to an S.p.A. effective from June 2021, the outstanding ordinary shares of the Company since December 31, 2021, has been 18,216,858, no par value. All shares outstanding are held in ledger form with some of the ordinary shares represented by ADSs.

During the six months ended June 30, 2022, the Company granted a fully vested NSO on April 26, 2022 to its chairman at a price based on the Sub-Plan. The expense was recorded in the statement of operations and comprehensive loss for the six months ended June 30, 2022 in the amount of €240,043.

In July 2022, the Company granted NSOs on 392,740 shares to certain of the Company’s directors and employees.

In March 2023, the Company awarded NSOs on 46,400 shares to certain of the Company’s directors.

In June 2023, the Company’s shareholders reduced the number of directors from seven (7) to five (5) and modified the Plan to extend the final deadline for the issuance of the ordinary shares until December 31, 2035, in order to allow that all stock options granted during the term of the Plan could provide for an exercise period of 10 years starting from the date of grant. (See Note 2. Summary of significant accounting policies & Note 11. Share-based compensation.)

11. Share-based compensation

In April 2021, the Company granted options on its corporate capital to certain directors, officers, employees, and consultants, as an incentive and as additional compensation prior to the Company’s conversion to an S.p.A.

In June 2021, the date of the Company’s conversion to an S.p.A., all stock options were granted, fully vested, exercised and converted into ordinary shares with no par value, so that at December 31, 2021 there were no outstanding stock options.

In April 2022, the Board, as administrator of the Plan, awarded a NSO on 147,783 shares to its (former) Chairman according to the terms of the Sub-Plan attached to the Plan. The NSO was fully vested upon grant and carried a two- year exercise term. The exercise price of the NSO is €6.38 per share, as pre-determined in the Sub-Plan.

In July 2022, the Board, as administrator of the Plan, awarded NSOs on 392,740 shares to certain of the Company’s directors, officers, and employees. The director NSOs vested monthly over a one-year period with a 10-year term. The officer and employee NSOs vested monthly over a four-year period with a 10-year term; however, the vesting of the officer NSOs were adjusted based on hire date per their employment contracts. All NSOs were priced based on a 30-day volume weighted average formula, adjusted by Black-Scholes, which was determined to be $4.76 per share.
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In March 2023, the Board, as administrator of the Plan, awarded NSOs on 46,400 shares to the Company’s directors. The NSOs vested monthly over a one (1) year period with a 10-year term. All NSOs were priced based on a 30-day volume weighted average formula, adjusted by Black-Scholes, which was determined to be $5.62 per share.

At June 30, 2023, there were 586,923 granted stock options and 1,234,762 stock options available for grant.

The Company calculates the fair value of stock option awards granted to employees and non-employees using the Black-Scholes option-pricing method. If the Company determinates that other methods are more reasonable, or other methods for calculating these assumptions are prescribed by regulators, the fair value calculated for the Company’s stock options could change significantly. Higher volatility and longer expected lives would result in an increase to share-based compensation expense to non-employees determined at the date of grant. Share-based compensation expense to non-employees affects the Company’s general and administrative expenses and research and development expenses.

The Company calculated the share compensation expense for the options granted by utilizing the Black Scholes method with the following inputs for each of the stock grants from March 2023, July 2022, and April 2022:

· The option’s exercise price.

· The option’s expected term.

· The underlying share’s current price.

· The underlying share’s expected price volatility during the option’s expected (or in certain cases, contractual) term, or in cases where calculated value is used, the historical volatility of an appropriate industry sector index.
· The underlying share’s expected dividends during the option’s expected (or in certain cases, contractual) term except cases, such as when dividend protection is provided; and
· The risk-free interest rate during the option’s expected (or in certain cases, contractual) term.

	
	
	
	
	
	
	
	Weighted
	
	
	
	
	

	
	
	
	
	
	
	
	Average
	
	
	
	
	

	
	
	
	
	
	Weighted
	Remaining
	
	
	
	
	

	
	
	Number of
	Average Exercise
	Contractual Term
	
	
	Aggregate
	

	
	
	Options
	
	Price
	(Years)
	
	
	Intrinsic Value
	

	
	Outstanding as of January 1, 2022
	-
	
	
	-
	
	-
	
	
	
	-
	
	

	
	Granted
	540,523
	€
	4.99
	7.30
	€
	272,480
	

	
	Vested and exercised
	-
	
	-
	-
	
	
	-
	

	
	Cancelled or forfeited
	-
	
	-
	-
	
	
	-
	

	
	Outstanding as of December 31, 2022
	540,523
	
	€
	4.99
	
	7.30
	
	
	€
	272,480
	
	

	
	Exercisable as of December 31, 2022
	237,129
	
	€
	5.66
	
	4.42
	
	
	€
	61,988
	
	

	
	Outstanding, expected to vest as of December
	
	
	
	
	
	
	
	
	
	
	
	

	
	31, 2022
	303,394
	€
	4.67
	9.55
	€
	210,492
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Outstanding as of January 1, 2023
	 540,523
	€
	4.99
	7.30
	€
	272,480
	

	
	Granted
	46,400
	
	5.30
	9.67
	
	
	11,551
	

	
	Vested and exercised
	-
	
	-
	-
	
	
	-
	

	
	Cancelled or forfeited
	-
	
	-
	-
	
	
	-
	

	
	Outstanding as of June 30, 2023
	586,923
	
	€
	4.93
	
	7.03
	
	
	€
	420,738
	
	

	
	Exercisable as of June 30, 2023
	318,459
	
	€
	5.30
	
	5.27
	
	
	€
	165,728
	
	

	
	Outstanding, expected to vest as of June 30,
	
	
	
	
	
	
	
	
	
	
	
	

	
	2023
	268,464
	€
	4.48
	9.13
	€
	255,010
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	



The Company’s share-based compensation expense for the period ended June 30, 2023 and June 30, 2022 is represented by the following table:




Research & development expense
[image: ]

Research & development expense - related party General & administrative expense
[image: ]
General & administrative expense- related party Total
[image: ]
Unrecognized expense



Six Months Ended June 30,

	
	
	2023
	
	
	
	2022
	

	
	€
	37,718
	
	
	€
	-
	

	
	
	-
	
	
	
	-
	

	
	
	298,333
	
	
	
	240,043
	

	
	
	80,381
	
	
	
	-
	

	
	€
	415,433
	
	
	€
	240,043
	

	
	
	
	
	
	
	
	

	
	€
	1,471,743
	
	
	€
	-
	




For the periods ended June 30, 2023, and June 30, 2022, the Company recorded €415,433 and €240,043, respectively, as the fair value of the stock options granted. The amount of unrecognized expense at June 30, 2023 was €1,471,743. There was no amount of unrecognized expense at June 30, 2022 as the options vested immediately and all expenses were recognized during the period.

The weighted average grant date fair value of the options granted during the six months ended June 30, 2023 and June 30, 2022 was €5.30 and €6.38 per share respectively.

Weighted average shares

The calculation was performed by taking the number of shares outstanding during a given period and weighting them for the number of days that number of shares were outstanding. For the six months ended June 30, 2023, and June 30, 2022, respectively, there was a weighted average of 18,216,858 shares of the Company’s ordinary shares, no par value, since there was no change in the number of ordinary shares outstanding during the period.

12. Related parties

The Company’s research and development expenses are a combination of third-party expenses, and related party expenses, as detailed below:

	
	
	Six Months Ended June 30, 2023
	
	
	

	
	
	Third Parties
	
	Related Parties
	
	Total
	

	(in Euros)
	
	
	
	
	(Unaudited)
	
	
	
	

	Consultants & other third parties
	€
	150,402
	€
	72,500
	€
	222,902
	

	Materials & supplies
	
	2,464,107
	
	660,863
	
	3,124,970
	

	Compensation (including share-based)
	
	212,003
	
	330,796
	
	542,799
	

	Travel & entertainment
	
	27,892
	
	-
	
	27,892

	Other
	
	3,239
	
	-
	
	3,239
	

	Total
	€
	2,857,643
	
	€
	1,064,159
	
	€
	3,921,802
	
	

	
	
	
	
	
	
	
	
	
	
	



	
	
	Six Months Ended June 30, 2022
	
	
	

	
	
	Third Parties
	
	Related Parties
	
	Total
	

	(in Euros)
	
	
	
	
	(Unaudited)
	
	
	
	

	Consultants & other third parties
	€
	298,265
	€
	40,000
	€
	338,265
	

	Materials & supplies
	
	837,098
	
	-
	
	837,098
	

	Compensation (including share-based)
	
	162,167
	
	215,761
	
	377,928
	

	Travel & entertainment
	
	65,938
	
	-
	
	65,938
	

	Other
	
	21,350
	
	-
	
	21,350
	

	Total
	€
	1,384,818
	
	€
	255,761
	
	€
	1,640,579
	
	

	
	
	
	
	
	
	
	
	
	
	



Related party research and development expenses refer specifically to the costs of preclinical and clinical activities charged by OSR. The increase in related party expenses in the first six months ended June 2023 is mainly due to the Company’s new amended and restated license agreement with OSR (see Note 12. Related parties) and the reduction of the R&D tax credit compensation effect. (See Note 2. Summary of significant accounting policies.)
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The Company’s general and administrative expenses are also a combination of third-party and related party expenses, as detailed below:

	
	
	Six Months Ended June 30, 2023
	
	
	

	
	
	Third Parties
	
	Related Parties
	
	Total
	

	(In Euros)
	
	
	
	
	(Unaudited)
	
	
	
	

	Compensation (including share-based)
	€
	697,228
	€
	673,795
	€
	1,371,023
	

	Accounting, legal & other professional
	
	720,989
	
	-
	
	720,989
	

	Facility & insurance related
	
	2,868
	
	8,171
	
	11,039
	

	Consultants & other third parties
	
	314,059
	
	-
	
	314,059
	

	Other
	
	460,320
	
	943
	
	461,263
	

	Total
	€
	2,195,464
	
	€
	682,909
	
	€
	2,878,373
	
	

	
	
	
	
	
	
	
	
	
	
	



	
	
	
	
	
	Six Months Ended June 30, 2022
	

	
	
	
	
	
	Third Parties
	
	
	Related Parties
	
	
	
	
	Total
	
	

	(In Euros)
	
	
	
	
	
	
	(Unaudited)
	
	
	
	
	
	
	
	
	

	
	Compensation (including share-based)
	€
	522,012
	€
	421,558
	€
	943,570
	
	

	
	Accounting, legal & other professional
	
	
	376,642
	
	
	
	
	-
	
	
	376,642
	
	

	
	Facility & insurance related
	
	
	3,873
	
	
	7,457
	
	
	11,330
	
	

	
	Consultants & other third parties
	
	
	384,243
	
	
	
	
	-
	
	
	384,243
	
	

	
	Other
	
	
	794,248
	
	
	3,525
	
	
	797,773
	
	

	
	Total
	
	€
	2,081,018
	
	€
	432,540
	
	€
	2,513,558
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	The Company’s accounts payable to related parties are comprised as follows:
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	At June 30,
	
	
	At December 31,
	

	
	
	
	
	
	
	
	
	
	2023
	
	
	
	
	
	2022
	
	
	
	

	
	(in Euros)
	
	
	
	
	
	
	(Unaudited)
	
	
	
	
	
	
	
	
	
	

	
	
	San Raffaele Hospital (OSR)
	
	
	€
	
	
	130,220
	
	€
	
	
	150,206
	
	
	
	

	
	
	Carlo Russo
	
	
	
	
	
	
	-
	
	
	
	
	
	198
	
	
	
	

	
	
	Richard Slansky
	
	
	
	
	
	
	-
	
	
	
	
	
	1,584
	
	
	
	

	
	
	Total
	
	
	
	€
	
	
	130,220
	
	
	€
	
	
	151,988
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	The Company’s accrued expenses to related parties are comprised as follows:
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	At June 30
	
	
	At December 31
	

	
	
	
	
	
	
	
	
	
	2023
	
	
	
	
	
	2022
	
	
	
	

	
	(in Euros)
	
	
	
	
	
	
	(Unaudited)
	
	
	
	
	
	
	
	
	
	

	
	
	San Raffaele Hospital (OSR)
	
	
	€
	
	
	401,562
	
	€
	
	
	176,559
	
	
	
	

	
	
	Pierluigi Paracchi
	
	
	
	
	
	
	84,000
	
	
	
	
	
	112,501
	
	
	
	

	
	
	Richard Slansky
	
	
	
	
	
	
	62,922
	
	
	
	
	
	81,369
	
	
	
	

	
	
	Carlo Russo
	
	
	
	
	
	
	83,897
	
	
	
	
	
	118,778
	
	
	
	

	
	
	Total
	
	
	
	€
	
	
	632,381
	
	
	€
	
	
	489,207
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



The Company has identified the following related parties:

· Pierluigi Paracchi (director and co-founder of the Company);

· Luigi Naldini (co-founder of the Company and executive scientific board chairman);

· Bernard Rudolph Gentner (co-founders of the Company and member of scientific advisory board);

· Carlo Russo (Chief Medical Officer);

· Richard Slansky (Chief Financial Officer);

· Ospedale San Raffaele (co-founder of the Company, shareholder, main service provider for clinical activity and licensor of brands of any product that can be obtained through research).

These parties could exercise significant influence on the Company’s strategic decisions, behavior, and future plans.

The following is a description of the nature of the transactions between the Company and these related parties:

Pierluigi Paracchi

Mr. Pierluigi Paracchi, President and Chairman of the Company prior to the conversion, is the current Chief Executive Officer, Vice-Chairman, as well as co-founder. His current employment arrangement with the Company provides an annual gross salary of €420,000 plus a 40% annual bonus subject to Board approval. Mr. Paracchi also has use of a Company car, for which the Company entered an operating lease agreement in February 2022.

In April 2022, Mr. Paracchi received a bonus of €50,000 (gross amount), of which €23,000 related to the activity performed in the second half of 2021 and €37,000 for the activity performed following the IPO in the first few months of 2022. In July 2022, the Board approved an increase in Mr. Paracchi’s bonus from 20% to 40% effective January 1, 2023.

In March 2023, Mr. Paracchi was paid a bonus of approximately €112,000 (gross amount), related to the activity performed in 2022. The bonus was accrued in 2022.

For the six months ended June 30, 2023 and June 30, 2022, the Company expensed approximately €303,000 and €248,000, respectively, related to compensation for Mr. Paracchi. As of June 30, 2023, the Company accrued €84,000 for Mr. Paracchi’s bonus to reward the activity performed in 2023.

Luigi Naldini/Bernard Rudolph Gentner

Drs. Luigi Naldini and Bernhard Gentner are co-founders of Genenta and part of the Scientific Advisory Board (“SAB”), with Dr. Naldini as Chairman, and Dr. Gentner as a member. The Company has consulting agreements with each of Drs. Naldini and Gentner.

Dr. Naldini oversees the pre-clinical studies for the Company, specifically, in solid tumor indications. The consulting agreement with Dr. Naldini provided for an annual fee of €50,000 until June 30, 2022. Starting July 1, 2022, a new agreement with Dr. Naldini was executed, which includes an annual fee of €100,000. As of June 30, 2023, Dr. Naldini billed €50,000, and all the issued invoices were paid before June 30, 2023.

Dr. Gentner, like Dr. Naldini, oversees pre-clinical research related to the Company’s platform technology and in addition, he analyzes clinical biological data. The consulting agreement with Dr. Gentner provided for an annual fee of €30,000 until June 30, 2022. An amendment of the same started on July 1, 2022, providing new fees in the amount of €45,000 per year. As of June 30, 2023, Dr. Gentner billed €22,500 and all the issued invoices were paid before June 30, 2023.
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Carlo Russo

Dr. Carlo Russo serves the Company as Chief Medical Officer and Head of Development. Dr. Russo is responsible for the clinical development of Temferon™, the Company’s gene therapy platform.

From the IPO date, Dr. Russo has been employed by the US Subsidiary with the same title, role and responsibilities under an employment agreement that provides an annual gross salary of $500,000, plus a 30% bonus subject to Board approval.

For the six months ended June 30, 2023, and June 30, 2022, the Company expensed approximately €331,000 and €215,761, respectively, related to compensation for Dr. Russo. At June 30, 2023, the Company accrued €83,897 for Dr. Russo’s compensation and bonus to reward the activity performed in 2023.

Richard Slansky

Mr. Richard Slansky is the Chief Financial Officer of the Company. In 2022, pursuant to his employment agreement, Mr. Slansky was entitled to receive a gross annual compensation of $300,000 per year + 30% annual bonus subject to Board approval. Beginning January 1, 2023, the Board adjusted Mr. Slansky’s gross annual compensation and it was increased to $375,000 plus a 30% annual bonus (subject to Board approval).

In July 2022, Mr. Slansky was awarded a stock option grant and part of it was immediately vested, with value accrued into the Company’s consolidated statements of operations and comprehensive loss of approximately €80,381.

For the six months ended June 30, 2023, and June 30, 2022, the Company expensed approximately €253,000 and €173,317, respectively, related to compensation for Mr. Slansky. As of June 30, 2023, the Company accrued approximately €62,922 for Mr. Slansky’s compensation and bonus to reward the activity performed in 2023.

OSR – San Raffaele Hospital

OSR - San Raffaele Hospital is a co-founder of the Company and a shareholder with an ownership greater than 5%, and the Company is a corporate and research spin-off of OSR. OSR is one of the leading biomedical research institutions in Italy and Europe, with a 45-year history of developing innovative therapies and procedures. The Company has agreements to license technology, to perform research, pre-clinical and clinical activities, as well as to lease facilities and obtain certain other support functions. The Company’s headquarters is currently located in an OSR facility.

Amended and Restated OSR License Agreement

The Company entered into an amended and restated license agreement (the “Amended and Restated OSR License Agreement” or “ARLA”) with OSR in March 2023. The ARLA replaced the Company’s original License Agreement originally entered into with OSR on December 15, 2014, as subsequently amended on March 16, 2017, February 1, 2019, December 23, 2020, September 28, 2021, January 22, 2022, September 29, 2022 and December 22, 2022 (the “Original OSR License Agreement”).

The effectiveness of the ARLA was subject to Italy’s Law Decree No. 21 of March 15, 2012 (i.e., the Italian Golden Power regulations), as subsequently amended and supplemented, and would not become effective until the applicable Italian governmental authority consented to the ARLA. On April 20, 2023, such consent was received and the ARLA became effective.

Pursuant to the terms of the ARLA, OSR has granted the Company an exclusive, royalty-bearing, non-transferrable (except with the prior written consent of OSR), sublicensable, worldwide license, subject to certain retained rights, to (1) certain patents, patent applications and existing know-how for the use in the field(s) of Interferon (“IFN”) gene therapy by lentiviral based-hematopoietic stem and progenitor cells (“HSPC”) gene transfer with respect to

(a) any solid cancer indication (including glioblastoma and solid liver cancer) and/or (b) any lympho-hematopoietic indication for which the Company exercises an option (described below); and (2) certain gene therapy products (subject to certain specified exceptions related to replication competent viruses) developed during the license term for use in the aforementioned field(s) consisting of any lentivirals or other viral vectors regulated by miR126 and/or miR130 and/or other miRs with the same expression pattern as miR126 and miR130 in hematopoietic cells for the expression of IFN under the control of a Tie2 promoter. Lympho-hematopoietic indication means any indication related to lympho-hematopoietic malignancies and solid cancer indication means any solid cancer indication (e.g., without limitation, breast, pancreas, colon cancer), with each affected human organ counting as a specific solid cancer indication.
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The rights retained by OSR, and extending to its affiliates, include the right to use the licensed technology for internal research within the field(s) of use, the right to use the licensed technology within the field(s) of use other than in relation to the licensed products, and the right to use the licensed technology for any use outside the field(s) of use, but subject to the options described below. In addition, the Company granted OSR a perpetual, worldwide, royalty-free, non-exclusive license to any improvement generated by the Company with respect to the licensed technology, to conduct internal research within the field(s) of use directly, or in or with the collaboration third parties; and, for any use outside the field(s) of use, in which case the license is sublicensable by OSR. Finally, the world-wide rights for the field(s) of use granted to the Company regarding the Lentigen know-how are non-exclusive and cannot be sublicensed due to a pre-existing nonexclusive sublicense to these rights between OSR and GlaxoSmithKline Intellectual Property Development Limited.

Pursuant to the ARLA, the Company has an exclusive option exercisable until April 20, 2026 (the “OPI Option Period”) to any OSR product improvements at no additional cost, which could be useful for the development and/or commercialization of licensed products in the field of use (the “OPI Option”). The Company also has an exclusive option exercisable until April 20, 2026 (the “LHI Option Period”) to any lympho-hematopoietic indication(s) to be included as part of the field of use, on an indication-by-indication basis, subject to the payment of specified option fees and milestone payments (the “LHI Option”):

· €1.0 million for the first lympho-hematopoietic indication;

· €0.5 million for the second lympho-hematopoietic indication; and

· €0.3 million for the third lympho-hematopoietic indication.

No Option Fee is due for the fourth lympho-hematopoietic indication and any subsequent lympho-hematopoietic indications.

The Company has the right to extend the LHI Option Period twice for additional 12-month periods, subject to the payment of specified extension

fees.

Prior to the effective date of the ARLA, the Company paid OSR an upfront fee in amount equal to €250,000 pursuant to the Original OSR License Agreement.

Pursuant to the ARLA, as consideration, the Company agreed to pay OSR additional license fees equal to up to €875,000 in total.

In addition, the Company has agreed to pay OSR royalties and certain milestone events as described in more detail in Note 13. Commitments and contingencies.

As part of the ARLA, the Company has agreed to use reasonable efforts to involve OSR in Phase I clinical trials for licensed products in the field of use, subject to OSR maintaining any required quality standards and providing its services on customary and reasonable terms and consistent with then-applicable market standards. (See Note 13. Commitments and contingencies.)

OSR maintains control of the preparation, prosecution and maintenance of the patents licensed. The Company is obligated to pay those costs unless additional licensees benefit from these rights, in which case the cost will be shared pro rata. OSR controls enforcement of the patents and know-how rights, at its own expense. In the event that OSR fails to file suit to enforce such rights after notice from the Company, the Company has the right to enforce the licensed technology within the field of use. Both the Company and OSR must consent to settlement of any such litigation, and all monies recovered will be shared, after reimbursement for costs, in relation to the damages suffered by each party, or failing a bona fide agreement between the Company and OSR, on a 50% - 50% basis.
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The ARLA expires upon the expiry of the “Royalty Term” for all licensed products and all countries, unless terminated earlier. The Royalty Term begins on the first commercial sale of a licensed product in each country, on a country by country basis, and ends upon the later of the (a) expiration of the commercial exclusivity for such product in that country (wherein the commercial exclusivity refers to any remaining valid licensed patent claims covering such licensed product, any remaining regulatory exclusivity to market and sell such licensed product or any remaining regulatory data exclusivity for such licensed product), and (b) 10 years from the first commercial sale of such licensed product in such country.

The parties may terminate the agreement in the event the other party breaches its obligations therein, which termination shall become effective 60 business days following written notice thereof to the breaching party. The breaching party shall have the right to cure such breach or default during such 60 business days. OSR may terminate the agreement for failure to pay in the event that the Company fail to pay any of the upfront payment, additional license fees, sublicensing income or milestone payments within 30 days of due dates for each. In addition, OSR may terminate (with a 60-business-day prior written notice) the Company’s rights as to certain fields of use for the Company’s failure to achieve certain development milestones for specified licensed products within certain time periods, which may be subject to extension. In addition, OSR may terminate the agreement in the event that commercialization of a licensed product is not started within 24 months from the grant of both (i) the MAA approval and (ii) the pricing approval of such licensed product, provided that such termination will relate solely to such licensed product and to such country or region to which both such MAA approval and pricing approval were granted.

At June 30, 2023, the cumulative total amount of expenses for the OSR clinical trial activity from inception amounted to approximately €10.2 million and it includes the cost for the exercise of the first and the second solid cancer indication option fee of €1.0 million as well as the cost for ARLA fees for €0.2 million.

At June 30, 2023, there were no pending activities with OSR related to any agreement in place prior to the ARLA effective date, except for the project called “TEM-MM unspent budget reallocated to the TEM-GBM study”, for which the last tranche of activities corresponding to the 20% of the total project amounting to €197,500, as a whole, is still to be completed.

Operating leases

The Company entered into a non-cancelable lease agreement for office space in January 2020. (See Note 13. Commitments and contingencies.)

13. Commitments and contingencies

The Company exercises considerable judgment in determining the exposure to risks and recognizing provisions or providing disclosure for contingent liabilities related to pending litigations or other outstanding claims and liabilities. Judgment is necessary in assessing the likelihood that a pending claim will succeed, or a liability will arise and to quantify the possible range of the final settlement. Provisions are recorded for liabilities when losses are considered probable and can be reasonably estimated. Because of the inherent uncertainties in making such judgments, actual losses may be different from the originally estimated provision. Estimates are subject to change as new information becomes available, primarily with the support of internal specialists or outside consultants, such as actuaries or legal counsel. Adjustments to provisions may significantly affect future operating results.

The following table summarizes the Company obligations by contractual maturity on June 30, 2023:

	
	
	
	
	
	
	
	
	Payments by Period
	
	
	
	
	
	
	

	(in Euros)
	
	
	
	
	
	Less than a
	
	
	
	
	
	
	
	
	More than
	
	

	
	
	
	Total
	
	year
	
	
	1 to 3 years
	4 to 5 years
	
	
	
	5 years
	

	OSR operating leases and office rent
	
	€
	22,725
	
	€
	15,150
	
	
	€
	7,575
	
	€
	-
	
	€
	-
	
	

	OSR- ARLA
	
	
	150,000
	
	150,000
	
	
	-
	
	-
	
	-
	

	AGC manufacturing
	
	
	128,390
	
	87,240
	
	
	41,150
	
	-
	
	-
	

	Insurance policies
	
	
	18,091
	
	6,996
	
	
	11,095
	
	-
	
	-
	

	Total
	
	€
	319,206
	
	€
	259,386
	
	
	€
	59,820
	
	€
	-
	
	€
	-
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



The commitments with OSR relate to the office rent agreement and the ARLA while the commitments with AGC Biologics (“AGC”) relate to product manufacturing and biologic stability studies on plasmid batches. Insurance on operating leases are related to the non-lease insurance component of the Company’s auto lease agreement, which was entered into in February 2022 and has a term of four (4) years.

The Company has not included future milestones and royalty payments in the table above because the payment obligations under these agreements are contingent upon future events, such as the Company’s achievement of specified milestones or generating product sales, and the amount, timing and likelihood of such payments are unknown and are not yet considered probable.

CMOs and CROs agreements

The Company enters into contracts in the normal course of business with CMOs, CROs and other third parties for exploratory studies, manufacturing, clinical trials, testing, and services (shipments, travel logistics, etc.). These contracts do not contain minimum purchase commitments and, except as discussed below, are cancelable by the Company upon prior written notice. Payments due upon cancellation consist only of payments for services provided or expenses incurred, including non-cancelable obligations of the Company’s vendors or third-party service providers, up to the date of cancellation. These payments are not included in the table above as the amount and timing of such payments are not known.

OSR - San Raffaele Hospital

As part of the ARLA, the Company is obligated to carry out our development activities using qualified and experienced professionals and sufficient level of resources. In particular, consistent with the terms of the Original OSR License Agreement, the ARLA continues to require us to invest (a) at least €5,425,000 with respect to the development of the licensed products, and (b) at least €2,420,000 with respect to the manufacturing of such licensed products (subject to certain adjustments).

The Company incurred €1.6 million and €0.8 million of expenses during the first six months ended June 30, 2023, and June 30, 2022, respectively.

The cumulative expense to date is €8.2 million, therefore there is no residual commitment for the Company at June 30, 2023.

The Company has agreed to pay OSR royalties for 4% of the net sales of each licensed product. The royalty may be reduced upon the introduction of generic competition or patent stacking, but in no event would the royalty be less than half of what it would have otherwise been, but for the generic competition or patent stacking. The Company also agreed to pay OSR a royalty of the Company’s net sublicensing income for each licensed product and to pay OSR certain milestone payments upon the achievement of certain milestone events, such as the initiation of different phases of clinical trials of a licensed product, market authorization application (“MAA”) approval by a major market country, MAA approval in the United States, the first commercial sale of a licensed product in the United States and certain EU countries, and achievement of certain net sales levels.

No events have occurred or have been achieved (and none are considered probable) to trigger any contingent payments under the ARLA during the six months ended June 30, 2023. For information relating to the contingency payments or future milestones for these indications, please refer to Note 13 - Commitments and Contingencies.

AGC Biologics (formerly MolMed)

The AGC agreement is non-cancelable, except in the case of breach of contract, and includes a potential milestone of €0.3 million if a phase 3 study is approved by the relevant authority, as well as potential royalty fees between 0.5% and 1.0% depending on the volume of annual net sales of the first commercial and named patient sale of the product. In the AGC Agreement, the Company entrusts AGC with certain development activities that will allow the Company to carry out activities related to its clinical research and manufacturing. The AGC agreement also includes a technology transfer fee of €0.5 million related to the transfer of the manufacturing know-how and €1.0 million related to the marketability approval by regulatory authorities. The agreement is a “pay-as-you-go” type arrangement with all services expensed in the period the services were performed.
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In December 2021, the Company entered into Side Letter to the Framework Service Agreement with ACG Biologics to perform the manufacture of one (1) additional GMP batch of 24L INFa LV vector (TIA-126 LV- the “LVV Batch”), in connection with the Study TEM-GBM001, completed in the first six months ended June 30, 2022, for a total amount of €311,280.

In March 2022, the Company entered into Side Letter to the Framework Service Agreement with ACG Biologics to perform the manufacture of one (1) additional GMP batch of 24L INFa LV vector (TIA-126 LV) completed in November 2022, for €311,280.

In October 2022, the Company entered into Side Letter to the Master Service Agreement dated March 6, 2019 to negotiate a technology transfer agreement regarding the transfer and implementation of the manufacturing process in the AGC facility located in Bresso, Italy, including timeline, budget and the technology transfer protocol (the “Tech Transfer”) and AGC agreed with the Company to procure raw materials to be use under the Tech Transfer.

In December 2022, the Company signed respectively: (i) the Amendment No. 1 to the Master Service Agreement dated March 6, 2019 mainly to update the definition of raw materials; and (ii) a Process Transfer Agreement to agree on producing the raw materials necessary for the performance of the services related to the Tech Transfer for a total commitment of €405,000 for raw materials, € 40,500 for handling and €24,000 for the stability timepoints. At June 30, 2023, the Company was committed to pay a total of €62,190 relating to activities that are expected to be realized in less than 1 year.

In January 2023, the Company entered into a new Development and Manufacturing Service Agreement providing the framework under which AGC will provide services pursuant to one or more work statements to be entered into from time to time during the agreement term.

In February 2023, the Company entered into work statements Nos. 1 and 2 to produce LVV for ex-vivo application (TIA-126-LV) for an estimated amount, including raw material and third party costs, of approximately €0.7 million and €1.5 million respectively.

Operating lease - office rent

On January 1, 2020, the Company began a six-year non-cancelable lease agreement for office space with OSR. Withdrawal is allowed from the fourth year with a notice of 12 months. Since the annual rent amounts to €15,150, at June 30, 2023, outstanding minimum payments amount to €22,725 until December 2024.

Finance lease

On February 11, 2022, the Company entered a four (4) year auto lease. This lease has been recognized as a finance lease. The automobile underling the lease agreement is fully covered by insurance policies for the duration of the lease agreement, for a total amount of €27,985. This insurance policy is considered a non-lease component, since it represents services provided separately from the auto lease agreement. Therefore, it is accounted for in insurance expense in the Consolidated Statement of Operations and Comprehensive Loss when occurred. At June 30, 2023, the outstanding payments for insurance expenses related to the automobile under lease amounted to approximately €18,000.

Legal proceedings

The Company is not currently party to any material legal proceedings. At each reporting date, the Company evaluates whether or not a potential loss amount or a potential range of loss is probable and reasonably estimable under the provisions of ASC 450, Contingencies. The Company was notified by Theravectys of the possible infringement by the Company of Theravectys’ exclusive license to patents no. EP 1071804, EP 1224314, and EP 1222300 granted from the owner of the patents Institut Pasteur. Each of these patents is now expired, having each reached the end of its patent term on April 23, 2019 for EP 1071804 and October 10, 2020 for EP 1224314, and EP 1222300. The Company considered the situation and determined that the likelihood of a material adverse effect on its business is remote. To date, the Company has not engaged in any such discussions with Theravectys nor has the Company received any further communication from Theravectys. The Company expenses, as incurred, the costs related to its legal proceedings, if any.

14. Subsequent events.

OSR Sponsor Research Agreement

On August 1, 2023, the Company entered into a Sponsored Research Agreement (“CP1 SRA”), which was contemplated under the ARLA, pursuant to which the Company will fund feasibility studies for certain gene therapy products consisting of any lentiviral vectors regulated by miR126 and/or miR130 and/or other miRs with the same expression pattern as miR126 and miR130 in hematopoietic cells for the expression of IFN under the control of a Tie2 promoter, in combination with any immunotherapy (“Candidate Products 1”), along with three additional research projects, to be conducted at OSR. If OSR determines that additional funds are needed, OSR will inform the Company and provide an estimate for completing the research. In August 2023, the Company paid the first tranche under the CP1 SRA in the amount of €200,000.

During the period from the date of execution from the CP1 SRA until six months from the last report delivered to the Company under the CP1 SRA (the “CP1 Option Period”), the Company has the exclusive option to include certain intellectual property related to Candidate Products 1 and Candidate Products 1 as part of the licensed patents and licensed products under the ARLA. To exercise this option, the Company must pay an option exercise fee. The Company also has the right to extend the CP1 Option Period twice for additional 24-month periods. The extension requires payment of an extension fee for each 24-month extension.

Amendment to OSR Amended and Restated License Agreement

On September 28, 2023, the Company and OSR entered into an amendment to the ARLA, whereby the Company and OSR agreed that the Company had fulfilled the obligations as set forth in the ARLA specific to Candidate Products 1 pursuant to the CP1 SRA. Furthermore, the amendment provides that the Company and OSR have no further obligations to negotiate and execute a sponsored research agreement for the performance of feasibility studies related to certain gene therapy products consisting of any lentiviral vectors regulated by miR126 and/or miR130 and/or other miRs with the same expression pattern as miR126 and miR130 in hematopoietic cells for the expression of cytokines and their variants (other than IFN or in addition to IFN) under the control of a Tie2 promoter, either alone or in combination with any immunotherapy (“Candidate Products 2”). Notwithstanding the removal of the obligation to enter into a sponsor research agreement with regards to Candidate Products 2, OSR granted the Company an exclusive option, to be exercised by sending written notice to OSR on or before September 30, 2025, to include certain intellectual property related to Candidate Products 2 and Candidate Products 2 as part of the licensed patents and licensed products under the ARLA. The option fee and the Company’s fee to extend the option

period, if necessary, remain consistent with the prior fees to those costs reflected in the ARLA specific to Candidate Products 2. OSR will also have the right to prepare, file and prosecute patents and patent applications with respect to the results of Candidate Products 2. The amendment provides that the costs of the foregoing activities will be borne by the Company.
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Exhibit 99.2

MANAGEMENT’S DISCUSSION AND ANALYSIS

OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

The following discussion and analysis should be read in conjunction with our financial statements and related notes included in Exhibit 99.1 to the report on Form 6-K (the “Form 6-K”) to which this Exhibit 99.2 relates. This discussion and other parts of this Exhibit 99.2 and the Form 6-K may contain forward-looking statements based upon current expectations that involve risks and uncertainties. Our actual results and the timing of selected events could differ materially from those anticipated in these forward-looking statements as a result of several factors, including those set forth under “Risk Factors” and elsewhere in our annual report on Form 20-F for the year ended December 31, 2022, filed with the Securities and Exchange Commission on April 21, 2023. References to “we,” “Genenta,” “us,” “our,” “the Company,” or “our company” herein are to Genenta Science S.p.A., including its subsidiaries.

Our reporting currency and functional currency is the Euro. Unless otherwise expressly stated or the context otherwise requires, references in this Exhibit 99.2 to “dollars,” “USD” or “$” are to U.S. dollars, and references to “euros,” “EUR,” “Euros,” or “€” are to European Union euros.

Overview

We are a clinical-stage biotechnology company engaged in the development of hematopoietic stem cell gene therapies for the treatment of solid tumors. We have developed a novel biologic platform which involves the ex-vivo gene transfer of a therapeutic candidate into autologous hematopoietic stem/progenitor cells (HSPCs) to deliver immunomodulatory molecules directly to the tumor by infiltrating monocytes/macrophages (Tie2 Expressing Monocytes - TEMs). Our technology is designed to turn TEMs, which normally have an affinity for and travel to tumors, into a “Trojan Horse” to counteract cancer progression and prevent tumor relapse. Because our technology is not target dependent, we believe it can be used for treatment across a broad variety of cancers.

Since our inception in 2014, we have devoted substantially all of our resources to organizing and staffing our Company, business planning, raising capital, acquiring or discovering product candidates and securing related intellectual property rights, conducting discovery, research and development activities for our programs and planning for eventual commercialization. We do not have any products approved for sale and have not generated any revenue from product sales. To date, we have funded our operations with proceeds from the sales of equity securities, which through June 30, 2023, aggregated gross cash proceeds of approximately €67.0 million.

We do not have any products approved for sale, have not generated any revenue from commercial sales of our product candidates, and have incurred net losses each year since our inception. Our ability to generate product revenue sufficient to achieve profitability will depend heavily on the successful development and eventual commercialization of one or more of our current or future product candidates and programs. Our net losses for the six months ended June 30, 2023, and June 30, 2022 were approximately €6.8 million and approximately €2.1 million, respectively. As of June 30, 2023, and December 31, 2022, we had an accumulated deficit of approximately €42.2 million and €35.5 million, respectively. Substantially all of our operating losses resulted from costs incurred in connection with our research and development activities, including preclinical and clinical development of our gene therapy product candidates, namely our leading product candidate Temferon, and from general and administrative costs associated with our operations.

We expect to continue to incur significant expenses for at least the next several years as we advance our product candidates from discovery through preclinical development and clinical trials and seek regulatory approval of our product candidates. In addition, if we obtain marketing approval for any of our product candidates, we expect to incur significant commercialization expenses related to product manufacturing, marketing, sales and distribution. We may also incur expenses in connection with the in-licensing or acquisition of additional product candidates. Furthermore, we expect to continue incurring additional costs associated with operating as a public company, including significant legal, accounting, investor relations and other expenses.
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As a result, for our long-term strategy, we will need substantial additional funding to support our continuing operations and pursue our growth strategy. Until such time as we can generate significant revenue from product sales, if ever, we expect to finance our operations with proceeds from outside sources, with most of such proceeds to be derived from sales of equity securities, including the net proceeds from our initial public offering (“IPO”) and follow-on offerings. We also plan to pursue additional funding from outside sources, including but not limited to our entry into or expansion of new borrowing arrangements; research and development incentive payments, government grants, pharmaceutical companies and other corporate sources; and our entry into potential future collaboration agreements with pharmaceutical companies or other third parties for one or more of our programs. We may be unable to raise additional funds or enter into such other agreements or arrangements when needed on favorable terms, or at all. If we fail to raise capital or enter into such agreements as, and when, needed, we may have to significantly delay, scale back or discontinue the development and eventual commercialization of one or more of our product candidates or delay our pursuit of potential in-licenses or acquisitions.

We are unable to predict the timing or amount of increased expenses or when or if we will be able to achieve or maintain profitability, mainly due to the numerous risks and uncertainties associated with product development and related regulatory filings, which we expect to make in multiple jurisdictions. When we are eventually able to generate product sales, those sales may not be sufficient to become profitable. If we fail to become profitable or are unable to sustain profitability on a continuing basis, we may be unable to continue our operations at planned levels and be forced to reduce or terminate our operations.

As of June 30, 2023, we had cash and cash equivalents of approximately €12.2 million and marketable securities of approximately €10.0 million. We believe that our existing cash and cash equivalents and marketable securities, as of June 30, 2023, will enable us to fund our operating expenses and capital expenditure requirements for substantially more than the next twelve months. We have based this estimate on assumptions that may prove to be wrong, and we could exhaust our available capital resources sooner than we expect. See “Liquidity and Capital Resources.” To finance our continuing operations, we may need to raise additional capital, which cannot be assured.

COVID-19 Update

The global healthcare community continues to monitor and respond to the coronavirus (COVID-19) outbreak, including its ongoing variants. In February 2020, the COVID-19 pandemic commenced in Italy. Regulatory guidance was issued in March and updated in April 2020 relating to the management of clinical trials during the pandemic. In May 2023, the World Health Organization determined that COVID-19 no longer fit the definition of a public health emergency and the pandemic was officially over; however, as the global healthcare community continues to respond to COVID-19 and its variants. COVID-19 remains a public health priority. Many hospitals, including our clinical sites, may temporarily pause elective medical procedures, including dosing of new patients in clinical trials of our investigational gene therapies. While dosing of new patients and data collection from enrolled patients has resumed at all clinical sites, the extent to which clinical activities will be delayed or interrupted will depend on future developments that are highly uncertain. We have not experienced significant interruptions related to COVID-19. In the future, we may find it difficult to enroll patients in our clinical trials, which could delay or prevent us from proceeding with the clinical trials of our product candidates. We continue to closely monitor this evolving situation and the potential impact on us.

Components of Operating Results

Revenue

We have not generated any revenue since inception and do not expect to generate any revenue from the sale of products until we obtain regulatory approval of, and commercialize, our product candidate(s).

Operating Expenses

Our current operating expenses consist of two components – research and development expenses, and general and administrative expenses.
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Research and Development Expenses

We expense research and development costs as incurred. These expenses consist of costs incurred in connection with the development of our product candidates, including:

· license fees and milestone payments incurred in connection with our license agreements;

· expenses incurred under agreements with contract research organizations, or CROs, contract manufacturing organizations, or CMOs, as well as investigative sites and consultants that conduct our clinical trials, preclinical studies and other scientific development services;

· manufacturing scale-up expenses and the cost of acquiring and manufacturing preclinical and, in due course, clinical trial materials and commercial materials, including manufacturing validation batches;

· employee-related expenses, including salaries, social security charges, related benefits, severance indemnity in case of termination of employees’ relationships, travel and stock-based compensation expense for employees engaged in research and development functions and consulting fees;

· costs related to compliance with regulatory requirements; and

· facilities costs, depreciation and other expenses, which include rent and utilities.

Our research and development expenses are tracked on a program-by-program basis for our product candidates and consist primarily of external costs, such as fees paid to outside consultants, CROs, CMOs, and central laboratories in connection with our preclinical development, process development, manufacturing and clinical development activities. Our research and development expenses by program also include fees incurred under license agreements, as well as option agreements with respect to licensing rights. We do not allocate employee costs or facility expenses, including depreciation or other indirect costs, to specific programs because these costs are deployed across multiple programs and, as such, are not separately classified. We primarily use internal resources to oversee research and discovery activities as well as for managing our preclinical development, process development, manufacturing, and clinical development activities. These employees work across programs, and therefore, we do not track their costs by program. We elected to present the research and development credit net of the related research and development expenditure on the consolidated statements of operations and comprehensive loss. However, not all of our research and development expenses are allocated by program:




(in Euros)
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Direct research and development expenses by program:

TEM-GBM
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TEM -LT

TEM-MM
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TEM-HC

Unallocated costs:
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Personnel (including share-based compensation)
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Consultants and other third parties

Materials & supplies
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Travel Expenses

Other

Total research and development expenses
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Six Months Ended June 30,

	
	
	2023
	
	
	
	2022
	

	
	
	(Unaudited)
	
	

	€
	660,863
	
	€
	618,871
	

	
	
	-
	
	
	
	672
	

	
	
	-
	
	
	
	14,200
	

	
	
	-
	
	
	
	(942)

	
	
	542,799
	
	
	
	377,928
	

	
	
	222,902
	
	
	
	144,772
	

	
	
	2,464,107
	
	
	
	397,790
	

	
	
	27,892
	
	
	
	65,938
	

	
	
	3,239
	
	
	
	21,350
	

	
	€
	3,921,802
	
	
	€
	1,640,579
	

	
	
	
	
	
	
	
	





Research and development activities are central to our business model. Product candidates in later stages of clinical development generally have higher development costs than those in earlier stages of clinical development, primarily due to the increased size and duration of later-stage clinical trials. We expect that our research and development expenses will increase substantially over the next several years, particularly as we increase personnel costs, including stock-based compensation, contractor costs and facilities costs, as we continue to advance the development of our product candidates. We also expect to incur additional expenses related to milestone and royalty payments payable to third parties with whom we have entered into license agreements to acquire the rights to our product candidates.
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The successful development and commercialization of our product candidates is highly uncertain. At this time, we cannot reasonably estimate or know the nature, timing and costs of the efforts that will be necessary to complete the preclinical and clinical development of any of our product candidates or when, if ever, material net cash inflows may commence from any of our product candidates. This uncertainty is due to the numerous risks and uncertainties associated with product development and commercialization, including the uncertainty of:

· the scope, progress, outcome and costs of our preclinical development activities, clinical trials and other research and development activities;

· the impact of the COVID-19 pandemic on our preclinical development activities, clinical trials and other research and development activities;

· establishing an appropriate safety profile with IND-enabling studies;

· successful patient enrollment in, and the design, initiation and completion of, clinical trials;

· the timing, receipt and terms of any marketing approvals from applicable regulatory authorities;

· establishing and maintaining clinical and commercial manufacturing capabilities or making arrangements with third-party manufacturers;

· development and timely delivery of commercial-grade drug formulations that can be used in our clinical trials and for commercial launch;

· obtaining, maintaining, defending and enforcing patent claims and other intellectual property rights;

· significant and changing government regulation;

· qualifying for, and maintaining, adequate coverage and reimbursement by the government and other payors for any product candidate for which we obtain marketing approval;

· launching commercial sales of our product candidates, if and when approved, whether alone or in collaboration with others;

· addressing any competing technological and market developments; and

· maintaining a continued acceptable safety profile of the product candidates following approval.

We may never succeed in achieving regulatory approval for any of our product candidates. We may obtain unexpected results from our clinical trials. We may elect, or be forced by regulatory authorities, to discontinue, delay or modify clinical trials of some product candidates or focus on others. Any changes in the outcome of any of these variables with respect to the development of our product candidates in preclinical and clinical development could mean a significant change in the costs and timing associated with the development of these product candidates. For example, if the European Medicines Agency (EMA), U.S. Food and Drug Administration (FDA) or another regulatory authority were to delay our planned start of clinical trials or require us to conduct clinical trials or other testing beyond those that we currently expect, or if we experience significant delays in enrollment in or treatment as part of any of our ongoing and planned clinical trials for any reason, including as a result of the COVID-19 pandemic, we could be required to expend significant additional financial resources and time on the completion of clinical development of that product candidate. Identifying potential product candidates and conducting preclinical testing and clinical trials is a time-consuming, expensive and uncertain process that takes years to complete, and we may never generate the necessary data or results required to obtain marketing approval and achieve product sales. In addition, our product candidates, if approved, may not achieve commercial success.
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General and Administrative Expenses

General and administrative expenses consist primarily of salaries and consulting fees, related benefits, travel, and stock-based compensation expenses for personnel in executive, finance and administrative functions. General and administrative expenses also include professional fees for legal, consulting, accounting, and audit services.

We anticipate that our general and administrative expenses will increase in the future as we increase our headcount to support our continued research activities and development of our product candidates. We also anticipate that we will continue to incur additional accounting, audit, legal, regulatory, compliance, directors and officers insurance costs as well as investor and public relations expenses associated with being a public company. Additionally, when we believe a regulatory approval of a product candidate appears likely, we anticipate an increase in payroll and other expenses as a result of our preparation for commercial operations, especially as it relates to the sales and marketing of our product candidate.

Other Income (Expense)

Other income (expense) consists primarily of interest income/(expense) and foreign exchange income/(loss).

Income taxes

We are subject to taxation in Italy and in the state of Delaware. Taxes are recorded on an accrual basis. They therefore represent the allowances for taxes paid or to be paid for the year, calculated according to the current enacted rates and applicable laws. Due to the tax loss position reported, no income taxes were due for the six months ended June 30, 2023, and June 30, 2022.

As of each reporting date, we consider existing evidence, both positive and negative, that could impact our view regarding future realization of deferred tax assets. We believe that it is more likely than not that the benefit for deferred tax assets will not be realized. In recognition of this uncertainty, a full valuation allowance was applied to the deferred tax assets. Future realization depends on our future earnings, if any, the timing, and amount of which are uncertain as of June 30, 2023. In the future, should management conclude that it is more likely than not that the deferred tax assets are partially or fully realizable, the valuation allowance would be reduced to the extent of such expected realization and the amount would be recognized as a deferred income tax benefit in our statements of operations.

There are open statutes of limitations for Italian tax authorities to audit our tax returns. There have been no material income tax-related interests or penalties assessed or recorded.

There is no liability related to uncertain tax positions reported in our financial statements.

In line with the legislation in force until December 31, 2019, companies in Italy that invested in eligible research and development activities, regardless of the legal form and economic sector in which they operate, could benefit from a tax credit up to 50% of the increase of annual research and development expenses compared to the median expense for the years 2012-2014, which could be used as compensation in order to reduce most taxes payable, including income tax or regional tax on productive activities, as well as of social security contributions.

The 2020 Italian Budget Law established that: (i) the tax credit due is up to 12% of the research and development costs incurred (up to a maximum of € 3.0 million); (ii) the actual support of eligible expenditure and its correspondence with the accounting documents must result from a specific certification issued by the person responsible for the legal audit; (iii) the tax credit due can only be used as compensation in three equal annual installments. The 2021 Italian Budget Law established that: (i) the tax credit due is up to 20% of the costs incurred (up to a maximum of € 4.0 million); (ii) the tax credit can be used for 2021 and 2022 fiscal years; (iii) it is necessary to have, besides the audit report, a technical report. The 2022 Italian Budget Law extended the measure up to the tax period of December 31, 2031; however, from January 2023, the tax credit rate was decreased to 10% of the eligible expenses, and the annual ceiling of the credit increased to €5.0 million.
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Results of Operations

Comparison of the Six Months Ended June 30, 2023 to the Six Months Ended June 2022

The following table summarizes our results of operations for the six months ended June 30, 2023, and June 30, 2022:

	
	
	
	Six Months Ended June 30,
	

	
	
	
	2023
	
	
	
	2022
	
	
	

	
	
	
	(Unaudited)
	
	
	
	

	Operating expenses
	
	
	
	
	
	
	
	
	
	

	Research and development
	€
	3,921,802
	€
	1,640,579
	
	

	General and administrative
	
	
	2,878,373
	
	
	2,513,558
	
	

	Total operating expenses
	
	
	6,800,175
	
	
	
	4,154,137
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Loss from operations
	
	
	(6,800,175)
	
	
	(4,154,137)
	

	
	
	
	
	
	
	
	
	
	
	

	Other income (expense)
	
	
	
	
	
	
	
	
	
	

	Other income
	
	
	114,992
	
	
	215,486
	
	

	Finance income (expense)
	
	
	77,999
	
	
	-
	
	

	Unrealized exchange rate gain (loss)
	
	
	(152,041)
	
	
	1,826,330
	
	

	Total other income (expense)
	
	
	40,950
	
	
	
	2,041,816
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Loss before income taxes
	
	
	(6,759,225)
	
	
	(2,112,321)
	

	Income taxes benefit (expenses)
	
	
	-
	
	
	-
	
	

	Net loss
	
	
	(6,759,225
	)
	
	
	(2,112,321
	)
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Net loss and comprehensive loss
	€
	(6,759,225)
	€
	(2,112,321)
	

	
	
	
	
	
	
	
	
	
	
	

	Loss per share:
	
	
	
	
	
	
	
	
	
	

	Loss
	€
	(6,759,225)
	€
	(2,112,321)
	

	Loss per share – basic
	
	€
	(0.37
	)
	
	€
	(0.12
	)
	

	Weighted average number of shares outstanding – basic
	
	
	
	
	
	
	
	
	
	

	
	
	
	18,216,858
	
	
	
	18,216,858
	
	
	

	
	
	
	
	
	
	
	
	
	
	



Research and Development Expenses

Research and development expenses were approximately €3.9 million for the six months ended June 30, 2023, as compared to approximately €1.6 million for the six months ended June 30, 2022. The increase was mainly due to LVV (Lentiviral Vector for Gene therapy) production activities and preclinical and clinical activities at the OSR - San Raffaele Hospital in Milan. The increase in production activities related to the increase in the number of patients enrolled, the preparation of Phase II involving plasmid, cell banks production and the cost of the manufacturing site transfer to a new location in Italy, as well as an increase in management compensation.

During the six months ended June 30, 2023, and June 30, 2022, we accrued an R&D tax credit benefit of approximately €0.2 million and €0.4 million, respectively. During the first six months ended June 30, 2023, and June 30, 2022, we utilized €0.4 million and €0.7 million, respectively, of R&D tax credit benefit to offset research and development expenses. The offsetting effect decrease was primarily due to the R&D tax rate reduction from 20% to 10% of the eligible expenses, starting from January 2023, as provided by the 2022 Italian Budget Law.

General and Administrative Expenses

General and administrative expenses were approximately €2.9 million for the six months ended June 30, 2023, as compared to approximately €2.5 million for the six months ended June 30, 2022. The increase was primarily due to an increase in management compensation and other professional fees, especially legal fees related to our $30.0 million at-the-market offering of ordinary shares in the form of ADSs (“ATM offering”) partially offset by the decrease in insurance costs related to our directors’ and officers’ liability insurance policy.
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Other Income

Other income mainly relates to financial interest from short-term liquidity investments. It was approximately €0.1 million for the six months ended June 30, 2023, compared to €0.2 for the six months ended June 30, 2022. The decrease was primarily because in the six months ended June 30, 2022, we accrued approximately €0.2 million of a one-time tax benefit related to the increase in corporate equity that followed the IPO.

Foreign Exchange Gains

For the first six months ended June 30, 2023, the foreign exchange net loss was approximately €0.2 million, while for the six months ended June 30, 2022, we recorded a net foreign exchange gain of approximately €1.8 million. The decrease in exchange rate net effect was due to the weakening of the U.S. dollar against the Euro in the six months ended June 30, 2023.

Net loss

Our net loss was approximately €6.8 million for the six months ended June 30, 2023, as compared to approximately €2.1 million for the six months ended June 30, 2022. The increase in our loss of approximately €4.7 million was primarily due to the negative effect of the USD versus Euro exchange rate fluctuation, the increase in our overall research and development spending and the increase in professional fees, especially legal fees, for the ATM offering.

Liquidity and Capital Resources

Overview

Since inception, we have not generated any revenue and have incurred significant operating losses and negative cash flows from our operations. We have funded our operations to date primarily with proceeds from the sales of quotas, in prior years as an S.r.l., and through our IPO, of our shares as an S.p.A. We received gross cash proceeds of approximately €33.6 million from sales of quotas (pre-IPO) and approximately €32.7 million of gross proceeds from the IPO. As of June 30, 2023, we had approximately €12.2 million in cash and cash equivalents and €10.0 million in marketable securities maturing short term.

	The table below presents our cash flows for the periods indicated:
	
	
	
	
	
	
	
	

	
	
	
	Six Months Ended June 30,

	
	
	
	(Unaudited)
	
	

	(in Euros)
	
	
	2023
	
	
	
	2022
	

	Net cash used in operating activities
	
	€
	(7,580,129)
	
	
	€
	(2,566,193)
	

	Net cash used in investing activities
	
	
	(10,001,467)
	
	
	-

	Net increase (Net decrease) in cash and cash equivalents
	
	€
	(17,581,596
	)
	
	€
	(2,569,006
	)

	Cash and cash equivalents at beginning of period
	
	
	29,794,856
	
	
	
	37,240,162
	

	Cash and cash equivalents at end of period
	
	€
	12,213,260
	
	
	€
	34,671,156
	

	
	
	
	
	
	
	
	
	



Operating Activities

During the six months ended June 30, 2023, and June 30, 2022, operating activities used approximately €7.6 million and €2.6 million, respectively, of cash and cash equivalents, resulting mainly from our loss during the period. The net change in our operating assets and liabilities was primarily due to the increase in payments to third party vendors for manufacturing activities due to the increase in patient enrollment and Phase II preparation. The non-cash charges primarily included approximately €0.4 million of stock-based compensation expense and other minor amounts of depreciation and retirement benefit obligation expense. The increase in retirement benefit obligation expense was mainly due to employee compensation as a consequence of performance bonuses paid in March 2023.
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Investing Activities

During the six months ended June 30, 2023, we invested approximately €10.0 million in marketable securities related to Italian Government Bonds with short term maturities and with an expected gross yield-to-maturity of approximately 3.1%.

Financing Activities

During the six months ended June 30, 2023, and June 30, 2022, there was no cash flow from financing activities.

Current Outlook

To date, we have not generated revenue and do not expect to generate significant revenue from the sale of any product candidate in the near future.

As of June 30, 2023, our cash and cash equivalents were approximately €12.2 million. Our primary cash obligations relate to payments to OSR pursuant to our amended and restated license agreement and other providers of clinical trial related services.

Based on our planned use of the net proceeds from our IPO and our existing cash, we estimate that such funds will be sufficient to fund our operations and capital expenditure requirements through the first quarter of 2025. We have based this estimate on assumptions that may prove to be wrong, and we could use our available capital resources sooner than we currently expect.

In addition, our operating plans may change as a result of many factors that may currently be unknown to us, and we may need to seek additional funds sooner than planned. Our future capital requirements will depend on many factors, including:

· the progress and costs of our preclinical studies, clinical trials and other research and development activities;

· the scope, prioritization and number of our clinical trials and other research and development programs;

· any cost that we may incur under in- and out-licensing arrangements relating to our product candidate that we may enter into in the future;

· the costs and timing of obtaining regulatory approval for our product candidates;

· the costs of filing, prosecuting, enforcing and defending patent claims and other intellectual property rights;

· the costs of, and timing for, amending current manufacturing agreements for production of sufficient clinical and commercial quantities of our product candidates, or entering into new agreements with existing or new contract manufacturing organizations (CMOs);

· the potential costs of contracting with third parties to provide marketing and distribution services for us or for building such capacities internally; and

· the costs of acquiring or undertaking the development and commercialization efforts for additional, future therapeutic applications of our product candidates and the magnitude of our general and administrative expenses.

Until we can generate significant revenues, if ever, we expect to satisfy our future cash needs through our existing cash, cash equivalents, short-term deposits and short-term marketable securities.
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We cannot be certain that additional funding will be available to us on acceptable terms, if at all. If funds are not available, we may be required to delay, reduce the scope of, or eliminate research or development plans for, or commercialization efforts with respect to, one or more applications of our product candidates.

This expected use of cash and cash equivalents represents our intentions based upon our current plans and business conditions, which could change in the future as our plans and business conditions evolve. We may also use a portion of the available cash and cash equivalents to in-license, acquire, or invest in additional businesses, technologies, products, or assets.

Critical Accounting Policies

Our financial statements are prepared in accordance with generally accepted accounting principles in the United States. The preparation of our financial statements and related disclosures requires us to make estimates and judgments that affect the reported amounts of assets, liabilities, costs and expenses, and the disclosure of contingent assets and liabilities in our financial statements. We base our estimates on historical experience, known trends and events and various other factors that we believe are reasonable under the circumstances, the results of which form the basis for making judgments about the carrying values of assets and liabilities that are not readily apparent from other sources. We evaluate our estimates and assumptions on an ongoing basis. Our actual results may differ from these estimates under different assumptions or conditions.

We believe that the accounting policies described below are critical in order to understand the judgements and estimates used in the financial statements and to fully understand and evaluate our financial condition and results of operations.

Accrued Research and Development Expenses

As part of the process of preparing our financial statements, we are required to estimate our accrued research and development expenses. This process involves reviewing open contracts and purchase orders, communicating with our personnel to identify services that have been performed on our behalf and estimating the level of service performed and the associated cost incurred for the service when we have not yet been invoiced or otherwise notified of actual costs. The majority of our service providers invoice us in arrears for services performed, on a pre-determined schedule or when contractual milestones are met; however, some require advanced payments. We make estimates of our accrued expenses as of each balance sheet date in the financial statements based on facts and circumstances known to us at that time. We periodically confirm the accuracy of these estimates with the service providers and make adjustments, if necessary. Examples of estimated accrued research and development expenses include fees paid to:

· vendors, including central laboratories, in connection with preclinical development activities, especially, OSR, a co-founding shareholder, significant related party vendor and a leading center for ex-vivo gene therapy for inherited diseases;

· contract research organizations (CROs) and investigative sites in connection with preclinical and clinical studies; and

· CMOs in connection with drug substance and drug product formulation of preclinical and clinical trial materials.

We base our expenses related to preclinical studies and clinical trials on our estimates of the services received and efforts expended pursuant to quotes and contracts with multiple research institutions and CROs that conduct and manage preclinical studies and clinical trials on our behalf. The financial terms of these agreements are subject to negotiation, vary from contract to contract and may result in uneven payment flows. There may be instances in which payments made to our vendors will exceed the level of services provided and result in a prepayment of the expense. Payments under some of these contracts depend on factors such as the successful enrollment of patients and the completion of clinical trial milestones. In accruing service fees, we estimate the time period over which services will be performed and the level of effort to be expended in each period. If the actual timing of the performance of services or the level of effort varies from the estimate, we adjust the accrual or the amount of prepaid expenses accordingly. Although we do not expect our estimates to be materially different from amounts actually incurred, our understanding of the status and timing of services performed relative to the actual status and timing of services performed may vary and may result in reporting amounts that are too high or too low in any particular period. To date, there have not been any material adjustments to our prior estimates of accrued research and development expenses.
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Share-based compensation

To reward the efforts of employees, directors, and certain consultants to promote our growth, the Board has historically approved, during its existence, various share-based awards.

On May 20, 2021, the Board approved the general terms (e.g., regulation) of our 2021 – 2025 Equity Incentive Plan (“Plan”). Under Italian law, there is no need to obtain the approval of the specific terms of our equity incentive grants from our shareholders. The number of stock options available are determined by our shareholders by vote at an annual or special meeting of shareholders. Currently, we have options on 1,821,685 shares (i.e., 10% of the number of shares outstanding, which are currently 18,216,858 shares outstanding); however, at the quotaholders’ meeting held on May 20, 2021, the quotaholders approved a paid share capital increase to service the Plan, up to a maximum amount of €27,000,000, through the issue of a maximum of 2,700,000 new ordinary shares (and in any case within the limit of 10% of the number of shares in circulation at the time of issue). Therefore, as we raise additional capital and the number of issued and outstanding shares grows, the Board has authority to issue shares in the range from 1,821,685 to 2,700,000, i.e., we do not have to obtain further authorization from shareholders to increase the number of shares available for equity grants until the outstanding shares exceed 27,000,000.

In April 2022, our Board of Directors (“Board”) (i.e., the administrator of our 2021 – 2025 Equity Incentive Plan) granted nonqualified stock options (“NSOs”) to Dr. Stephen Squinto, our Chairman of the Board at the time. Those options were priced based on a sub-plan called “2021-2025 Chairman Sub-Plan” attached to the Plan. The cost or expense of the stock options to us is based on the Black Scholes method.

In July 2022, our Board awarded NSOs on 392,740 shares to certain of our directors and employees.

In March 2023, our Board awarded NSOs on 46,400 shares to certain of our directors.

In June 2023, our shareholders modified our Plan to extend the final deadline for the issuance of the ordinary shares until December 31, 2035, in order to allow that all stock options granted during the term of the Plan could provide for an exercise period of 10 years starting from the date of grant.

We measure share-based awards granted to employees and directors based on the fair value on the date of the grant and recognize compensation expense for those awards over the requisite service period, which is the vesting period of the respective award. Forfeitures are accounted for as they occur. The measurement date for option awards is the date of the grant. We classify share-based compensation expense in our Statements of Operations and Comprehensive Loss in the same manner in which the award recipient’s payroll costs are classified or in which the award recipient’s service payments are classified.

With the adoption of Accounting Standards Update (“ASU”) No. 2018-07, Compensation—Stock Compensation (Topic 718): Improvements to Nonemployee Share-Based Payment Accounting (“ASU 2018-07”) on January 1, 2019, the measurement date for non-employee awards is the date of the grant. The compensation expense for non-employees is recognized, without changes in the fair value of the award, over the requisite service period, which is the vesting period of the respective award.

Research and development tax credit receivables

We account for our research and development tax credit receivable in accordance with IAS 20 Accounting for Government Grants and Disclosure of Government Assistance. The receivable is recognized when there is reasonable assurance that: (1) the recipient will comply with the relevant conditions and (2) the grant will be received. We elected to present the credit net of the related expenditure on the statements of operations and comprehensive loss. While these tax credits can be carried forward indefinitely, we recognize an amount that reflects management’s best estimate of the amount reasonably assured to be realized or utilized in the foreseeable future based on historical benefits realized, adjusted for expected changes, as applicable.
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Emerging Growth Company Status

We are an “emerging growth company.” Under the JOBS Act, an emerging growth company can delay adopting new or revised accounting standards issued subsequent to the enactment of the JOBS Act until such time as those standards apply to private companies. We have irrevocably elected to avail ourselves of this exemption from new or revised accounting standards, and, therefore, will not be subject to the same new or revised accounting standards as public companies that are not emerging growth companies.

Off-Balance Sheet Arrangements

We have not engaged in any off-balance sheet arrangements, such as the use of unconsolidated subsidiaries, structured finance, special purpose entities or variable interest entities.

We do not believe that our off-balance sheet arrangements and commitments have or are reasonably likely to have a current or future effect on our financial condition, changes in financial condition, revenues or expenses, results of operations, liquidity, capital expenditures or capital resources that is material to investors.

Quantitative and Qualitative Disclosure About Market Risk

We are exposed to market risks in the ordinary course of our business. Market risk represents the risk of loss that may impact our financial position due to adverse changes in financial market prices and rates. Our current investment policy is to invest available cash in bank deposits with banks that have a credit rating of at least A-. Accordingly, a substantial majority of our cash and cash equivalents is held in deposits that bear interest. Given the current low rates of interest we receive, we will not be adversely affected if such rates are reduced. Our market risk exposure is primarily a result of foreign currency exchange rates, which is discussed in detail in the following paragraph.

Foreign Currency Exchange Risk

Our results of operations and cash flow can be subject to significant fluctuations due to changes in foreign currency exchange rates, which could adversely impact our results of operations. Our functional currency is the Euro. Exposure to foreign currently exchange risk is derived from transactions between Genenta Science S.p.A. and Genenta Science, Inc., its U.S. subsidiary, for which the functional currency is the US dollar, as well as transactions with suppliers outside the euro zone.

The following table shows the impact of up to a 10% increase in the exchange rate between the Euro and the US dollar. A deterioration of the US dollar versus the 1.08458 closing rate at June 30, 2023 could impact the expenses as follows:
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	$    1,908,226
	€    1,760,160
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	(17,427)   €
	(83,817)   €
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We do not hedge our foreign currency exchange risk. In the future, we may enter into formal currency hedging transactions to decrease the risk of financial exposure from fluctuations in the exchange rates of our principal operating currencies. These measures, however, may not adequately protect us from the material adverse effects of such fluctuations.

Other Events

OSR Sponsor Research Agreement

On August 1, 2023, we entered into a Sponsored Research Agreement (the “CP1 SRA”) with OSR to fund feasibility studies for certain gene therapy products consisting of any lentiviral vectors regulated by miR126 and/or miR130 and/or other miRs with the same expression pattern as miR126 and miR130 in hematopoietic cells for the expression of IFN under the control of a Tie2 promoter, in combination with any immunotherapy (“Candidate Products 1”), along with three additional research products, to be conducted at OSR. If OSR determines that additional funds are needed, OSR will inform us and provide an estimate for completing the research. In August 2023, we paid the first tranche under the CP1 SRA in the amount of €200,000.

Amendment to OSR Amended and Restated License Agreement (“ARLA”)

On September 28, 2023, we entered into an amendment to the ARLA with OSR, whereby OSR agreed that we have fulfilled the obligations as set forth in the ARLA specific to Candidate Products 1 pursuant to the CP1 SRA. Furthermore, the amendment provides that we have no further obligations with OSR to negotiate and execute a sponsored research agreement for the performance of feasibility studies related to certain gene therapy products consisting of any lentiviral vectors regulated by miR126 and/or miR130 and/or other miRs with the same expression pattern as miR126 and miR130 in hematopoietic cells for the expression of cytokines and their variants (other than IFN or in addition to IFN) under the control of a Tie2 promoter, either alone or in combination with any immunotherapy (“Candidate Products 2”).

For a further description of the CP1 SRA and the amendment to the ARLA, see Note 14, Subsequent events, to our financial statements included in Exhibit 99.1 to the Form 6-K.
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SPONSORED RESEARCH AGREEMENT

‘This Sponsored Research Agreement (*Agreement”), effective as of the date of
thelast signature hereto (“Effective Date™), is made

Between

Ospedale San Raffacle S.r.L., an Italian company having registered office at via
Olgettina No. 60, 20132, Milan, Italy, Fiscal Code 07636600962, duly represented for the
purposes hereof by its Chief Executive Officer, Marco Centenari (“OSR”)

-onthe one side-
and

Genenta Science S.p.A., an Italian company having registered office at via Olgettina No.
58, 20132, Milan, Italy, Fiscal Code 08738490963, duly represented for the purposes
hereof by its Chief Excecutive Officer, Pierluigi Paracchi (“Genenta” or “Sponsor”)

ther side -

(OSR and Genenta shall be, collectively but not jointly, defined as the “Parties” and,
severally, a “Party).
WhEREsS:

a) OSR and Genenta have entered into an Amendment and Restated License:
Agreement (*ARLA”) come into force on April 20, 2023;

b) The Parties identified in the ALRA two Candidate Products on which perform
certain feasibilty studics, under a Sponsored Rescarch Agreement funded by
Genenta

©) Genenta desires to fund the research activities related to one of the Candidate
Productsidentify in the ARLA and additional research projects conducted at OSR,
namely:

- Combination between TEM-mediated IFN-a gene therapy and anti-
angiogenic therapy (‘Research Project 1” or “RP1") and

- Combination between TEM-medited TFN-a gene therapy and immune
checkpoint blockers (‘Research Project 2° or “RP2") and

- Exploring the use of non-genotoxic conditioning in the context of TEM-
mediated TFN=a delivery for the treatment of solid tumors (*Research
Project 3” or ‘RP3")

in accordance with the terms and conditions set out in the ARLA, for what rlated
10 the Candidate Product, and to this Agreement
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@) The research projects mentioned above are of mutual interest to Genenta and OSR,
also in relation to the scope of the rights and licenses granted to Genenta under the
ARLA.

NOW, THEREFORE, in consideration of the promises and mutual covenants
contained herein, and intending to be legally bound hercby, the Parties herelo agree as
follows

AGREEMENT
1 DerNITIONS

11 “Affiliate” means, with respect to any person or entity, any other person or entity

direetly or indirectly controls, is controlled by of is under common control
with such person or entity, during the term of such control. A person or entity will
be deemed to be “contralled” by any other person or entity if such other person or
entity (a) possesses, directly or indirectl, power to direct or cause the direction of
the management and policies of such person or entity whether by contract or
otherwise, (b) has direct or indirect ownership of fifty percent (50%) or more (in
the aggregate) of the voting power of all outstanding shares entitled to vote at a
general election of direetors of the person or entity or (c) has direct or indirect
‘ownership of fifty percent (50%) or more of the equity interests in a partnership or
alimited liability company.

12 “Candidate Product 1” has the meaning set forth in the ARLA.

13 “Candidate Product (CP) Option Period” has the meaning set forth in the
ARLA

1.4 “Field of Use® has the meaning set forth in the ARLA, subject to possible
restrictions pursuant to Seetion 2.2 (b) of the ARLA.

15 “Option 1" and “Optioned IP1” have the meaning set forth in the ARLA.

16 “OSR Background IP" means such intellectual property rights () owned by OSR
as at the Effective Date including the patent application listed in Exhibit C and for
(1) rellted to results generated by or on behalf of the OSR following to the Effective.
Date other than in the performance of the Sponsored Research.

17 “OSR Inventions” means all Tnventions conceived, made, created, developed
during the Term, in the performance of the Sponsored Research.

18 “Invention” means any discovery, invention, creation, improvement or
‘modification, whether or not patentable, including, but not imited to, processcs,
methods, formulas, technical information, materials, compositions, formulas,
biclogical materials, assays, compounds, techniques, computer software and
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114
115
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documentation, data and know-how, together with any patent, copyright o other
intellectual property rights therein.

“Licensed Product” has the meaning set forth in the ARLA.
“Negotiation Period” has the meaning set forth in Section 6.4.
“Option” has the meaning set forth in Section 6.4.

“Option Notice" has the meaning set forth in Section 6.4.

“Option Period” shall mean the term starting on the Effective Date of this
‘Agreement and ending upon 6 months after the fling to Genenta of the final report,

“OSR Product Improvements” has the meaning set forth in the ARLA.

“Research Plan” means each rescarch plan set forth in Exhibit A in relation to
RP1, RP2 and to RP3,

“Research Results” means all data and information generated in_ the
performance of the Sponsored Rescarch and any research reports furished to
Sponsor under this Agreement, including OSR Inventions, deseriptions of
experiments conducted under the Rescarch Plans and corresponding analyses and
conclusions,

2 SPONSORED RESEARCH

OSR shal perform the RP1, RP2, and the RP3 (jointly “Sponsored Research”),
i accordance with the Research Plan and the terms and conditions of this
Agreement. The Parties agree that OSR, after consultation with Sponsor, shall be
entitled to subeontractthe performance of the activites under the Research Plans
tothind parties.

‘The Research Plan may be modified only upon mutual written agreement of
‘Sponsor and OSR.

20, gl imestgatos, fr ol the 105, sl b N ., S

CPrincipal Investigator(s)”). In the event that a Principal
Tnvestigator becomes unavailable to OSR for any reason, OSR shal be enfitled to
designate another member of ts faculty who is reasonably acceptable to Sponsor
to_serve as Principal Investigator of the applicable Sponsored Rescarch. If a
substitute Principal Investigator has not been designated within sixty (60) days
after the Principal Investigator has ceased its services under this Agreement,
Sponsor may terminate this Agreement upon written notice thereof to OSR,
subiect to the provisions of Section 9 (and provided that OSR shall in no event be
held liable to Sponsor for such termination).

3 FUNDING AND PAYMENT

31

In elation t the eonduetofthe Sponsored Rescarck, Sponsor shall pay to OSR an
amount equal to EEEKinclusive of al fecs, overhead and costs ineurred for
performance of the Sponsored Research), as set forth in the payment schedule
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34

attached hereto as Exhibit B. Amounts paid by Sponsor to OSR pursuant to Exhibit
B shall be paid in Euros. The amounts mentioned under Exhibit B are exclusive of
VAT, which shall be added to all payments as applicable.

If at any time OSR determines that it will require additional funds for the
Sponsored Research, it shall notify Sponsor and provide an estimate of the
additional costs for completing the Sponsored Research and the Parties shall in
good faith negotiate an amendment to the Rescarch Plan in the event that such
inerease of the budget is agreed upon by the Parties in accordance with Section 2.2.

‘Without prejudice to Section 9.2 below, any amount required to be paid by a Party
hereunder which is not paid on the date due shal bear inferestat a rate equal to
the thirty (30) day Euribor rate, divisor 963, offectve for the date that the payment
was due, we reported by “I1 Sole 24 Ore” piis [fffper cent

All payments set forth by this Agreement shall be made through bank transfer to
the bank account indicated by OSR in writing.

4 RECORDS, RESEARCH RESULTS AND REPORTS

41

42

Duringthe 30 days from the expiry of each four (4) month period after the Effective
Date, OSR shall deiver to Sponsor a written summary (including i the form of a
povir point presentation) of the activitcs condueted under each Research Project
i, for the avoidane of doubt, a vritten summary related to cach RP) and all
Rescarch Resuls obtained durin the applicable reporting period inrelation to the
applicable Rescarch Plan. Sponsor hallbe entitled t have vigibiltyof the raw data
on which the summary reports wil be based. Within sixty (60) days afier
completion of the applicable Rescarch Project o earlier termination of this
Agreement, OSR shall submit to Sponsor comprehensiv final reports containing.
all Rescarch Results related to the Research Plan.

OSR and Principal Investigators shall be entitled to publicy disclose the Rescarch
Results and/or any information contained in the reports provided pursuant to
Section 4.1, subject however to Section 7.

5 OPTIONON CANDIDATEPRODUCT 1

51

As agreed by the Parties in the ARLA, Genenta shall have the exclusive option, to
be exercised sending written notice (-Option Exereise Notice”) during the
Candidate Product Option Period, to include the Optioned IP 1 as part of the
Licensed Patents and the Candidate Products 1 as part of the Licensed Products
under the ARLA; provided that Genenta shall pay to OSK an option exervise fee
equal tof SRR ithin 30 days from the date of the Option Exercise Notice.

Genenta shall have the right to extend the CP Option Period for the Option 1 tvice
for additional 24 month periods by sending written notice (each such notice, a“CP
Extension Notice") at least three months prior to the expiry of the CP Option Period
(as for the first extension) and at least three months prior to the expiry of the first
24 month extension period (as for the second extension); provided that such
extension shall be granted subject to the payment of an extension fee equal to I

er each 24 months extension no later than 30 days from the date of
the CP Extension Notice.
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Tn the event that Genenta fils to send the Option Exarcise Notice during the CP
Option Period without prejudice to the exclusive rights granted (o Genenta the
ARLA in Section 2.1, Section 2.2(2), and Section 3, OSR.shallbe entitled to grant
any right 0 any third party under the Optioned 1F 1, solely to the extent that the
Option Exercise Notce does not relate to such Option 1 cither within the Field of
Use and)o outside the Field o Use.

Notwithstanding the foregoing, in the event that during the 6 months from the
expiry of the CP Option Period (as possibly extended) OSR intends to grant a
Ticense under the Optioned TP 1 to conduct rescarch and to develop, make, have
‘made, use, offer for sale, sll and/or import, respectively, the Candidate Products
1 the Territory (or any part thercof) n the Field of Use (or any part thereof), OSR
shall first offer such license in writing to Genenta and the relevant written offer
shall include the terms and conditions for the grant of such license. Should
Genentabe interested in pursuing good faith negotiations with respect to the grant
of such license, Genenta shall provide written notice of interest to OSR no fater
than 10 days from reccipt of OSR’s written offe and the Partes shall have 245 day
period to execute alicense agreement n relation thereto, n the event that no nofice
of interest is received by OSR from Genenta during the above mentioned 10 day
‘period or, having provided such notice of interest during such 10 ay period, no
agreement is executed by the Partics during the above mentioned 45 day period,
‘OSR shall b entitled to grant such rights to any third party under such Optioned
1P 1, to conduct research and to develop, make, have made, use, offer for sal, sell
and/or import, as applicable, such Candidate Products 1 in the Territory or such
part thereof, as applicable, in the Field of Use.

6  INTELLECTUAL PROPERTY.

61

62

63

OSR shall be the owner of and shall retain all right, title and interest to the OSR.
Background IP. OSR shall furthermore be the owner, jointly with Fondazione
Telethon, in their quality as joint ventures in SR-Tigef, of the Research Results
(including ll ntelectual property rights related theretoy.

OSR shall promptly notify Sponsor of any OSR Invention, which notice shall
include a detailed written description (including copies of written invention
disclosures received by OSR) of al such Inventions.

A5 between the Parties, OSR shall have the right to file, prosccute and maintain
patent applications on such OSR Inventions. OSR will onsult with, and reasonably
consider in good aith comments provided by, Sponsor on patent applications for
OSR Inventions. Sponsor shall reimburse OSK within forty-five (45) days after
receipt of mvoice for all documented, reasonable, ut-of-pocket costs and expenses
incurred by OSR in connection with the filing, prosecution and defence of the
patent_ applications and_maintenance of the patents on OSR Inventions

Notwithstanding the foregoing, if no Option is exercised during the Option Period
(or no Ticense agreement is executed vithin the applicable Negotiation Period in
relation to the applicable OSR Invention), Sponsor shll have o further obligation
10 reimburse OSR’s costs and expenses under this Section 6.3 (or shall have no
further obligation to reimburse such costs and expenses limited to the applicable
OSR Tnvention, to the extent that such costs and expenses are incurred after the

s
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expiry of the Option Period (or after the expiry of the Negotiation Period in the
event that no license agreement is exceuted within the applicable Negotiation
Period following to the exercise of the Option in relation to the applicable OSR
Invention)

‘Without prejudice to () the rights granted to Genenta under the ARLA jn relation
tothe OSR Product Improvements and to Section ;ofthis Agreement, OSR hereby
grants to Sponsor an option (“Option”) to negotiate either an exclusive or non-
exclusive, royalty-bearing, non-transferrable, world-wide license, on commercially
reasonable terms, under the OSR Tnventions to research, develop, make, have
‘made, use, offer for sale, sll and import any Licensed Product limited to the Field
of Use. Sponsor may exercise such option with respect to any OSR Inventions by
providing to OSR written nofice thereof (“Option Notice") at any time during the
Option Period; provided that such Option Notice shall mention () whether
Sponsor s interested in an exclusive or a non-exclusive license, as well s (i) the
indications within the Field of Use and the applicable Licensed Product(s) in
relation to which Sponsor is interested to start negotiations in accordance with
Section 6.5.

For up to three () months ater OSR receives such Option Notice (the
“Negotiation Period"), OSR and Sponsor will egoliatc in good faith the terms
of  lieense agreement {0 the SR Tnventions under which OSR would grant o
Sponsor an exclusive o non-exclusivelicense (a st forthin the Option Notice)in
xeltion to such Licensed Products(s) and such indication(s) within the Field of
Use as set forth in the Option Notice.

OSR shall have no further obligation to Sponsor in accordance with Sections 6.4
and 6.5 in relation to the applicable OSR Invention in the event that Sponsor and
Tnstitute fail to exceute a license agreement during the Negotiation Period.

For the sake of clarity, nothing in this Agreement shall be intended as a grant by
OSR to Sponsor of any rights or licenscs in OSR Background IP. All rights not
expressly granted by a Party under this Agreement are reserved by such Party and
‘may be used by such Party for any purpose.

7 CONFIDENTIALITY, PUBLICATION, USE OF NAMES

71

As used herein, the term *Confidential Information” includes, without
limitation, the terms of this Agteement and any technical, scientific, business or
other information that may be disclosed by one Party (the “Disclosing Party”) to
the other Party (the “Receiving Party”) in connection with this Agreement,
regardless of whether such information is specifically designated as confidential
and regardless of whether such information is in oral, written, clectronic or other
form. The Receiving Party shall(2) hold in confidence the Confidentiallnformation
ofthe Disclosing Party and refrain from disclosing the Confidential Information of
the Disclosing Party to any third party without the express writtenconsent of the
Disclosing Party and (b) not use the Confidential Information of theDisdlosing
Party for any purpose other than as expressly permitted under this Agreement.
Without limiting the foregoing, cither Party shall not use the other Partys
Confidential Information for any purpose other than performing the Sponsored
Rescarch and shall permit only those emploees who have a need to know such
Confidential nformation to acess such Confidential Information. The

6
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Receiving Party’ obligations under this Section 7. shall continue throughout the
‘Term and for ten (10) years following termination or expiration of this Agtecment.

‘The confidentiality and non-use obligations set forth in Section 7.1 shall not apply
to Confidential Information that the Receiving Party can demonstrate by
competent written proof:

(1) wasknown by the Receiving Party without restrietion prior to disclosure
under this Agreement;

(i) waslawully disclosed to the Receiving Party by a third party without an
obligation of confidentiality;

(i) entered the public domain through means other than an unauthorized
disclosure or other breach of this Agreement by the Recefving Pa

() wasindependently developed by the Receiving Party without knowledge
or use of or access to Confidential Information disclosed by the Disclosing Party.
under this Agreement; or

() was published or publicly disclosed in accordance with the terms of this
Agreement.

Notvithstanding Section 7.1 limited disclasure of Confidential Information shall
not be proibited to the exient such Confidential Information is required to be
produced under applicable law; provided that, to the extent permitted under
applicable Taw, in such case the Receiving Party shall (3) promptly notify the
Disclosing Party in vriting of the existence, terms and circumstances of such
xequired disclosure; () allow the Disclasing Party to offer its objections to the
production of the applicable Confdential Information; (¢) cooperate with the
Disclosing Party to take legally available steps toTimit such disclosure; (@) disclose
only those portions of Confidential Information that the Receiving Party is, n the
opinion of its counsel, legally obligated to disclose; and (¢) seek confidential
treatment forall Confidentiel Information so dislosed.

Prompily aferexpiation or termination ofthis Agseement,the Recevin Pty
hal seurn o Dislosing Party all Discosog Pary's Conflential Informaton i
‘the possession or control of the Receiving Party.

‘OSR shall be entitled to publish, present or othervise disclose Research Results or
other information and material resulting from the Sponsored Research for any
purpose, subject to the terms and conditions of this Setion 7.5. Notwithstanding
the foregoing, OSR shall furnish the Sponsor with a final draft of any proposed
publication, presentation or other public disclosure at least sixty (60) days in
advance of the submission of such proposed publication, presentation or other
publicdisclosure (“Publieation”) in order fr the Sponsor to review and comment
thereon, including to review for the possible inclusion in such Publication of
Sponsor's Confidential Informationdisclosed to OSR. OSR shall consider
Sponsors suggestions for modifications as long as the neutralty and scientific
character of the publication is not impaired and shall delete from its proposed
Publication all Sponsor’s Confidential Information that the other Party identifies
and requests OSR to delete. Sponsor shall not be entitled to publish the Research

7





image17.png
76

Results (subject o the provisions of the ARLA possibly executed during the.
Negotiation Period in the event that Sponsor exercises the Option).

Neither party may use the other party's name without prior written consent except
that OSR may acknowledge Sponsor’s funding of the Sponsored Research and any
scientific contributions ific publications, in listings of sponsored research
projects and for other academic purposes. Sponsor shall not use OSR’s name, mark
or symbol, o the name of any trustee, officer, faculty member, student or employee
thereol, without OSR’s prior writen consent, except as required by applicable laws
or as expressly consented under the ARLA.

8  REPRESENTATIONS, WARRANTIES AND COVENANTS

81

82

OSR shall comply with all Jaws, regulations and other legal requirements
applicable in_ connection with the performance of the Sponsored Rescarch,
including but not liited to any legal requirements rlated to the use of animals in
the Sponsored Research and use of cel lines, tissue, human clinical isolates or
similar human-derived materials.

OSR makes no warranties, express or implied, asto () the completion, success or
particular esultsof the Sponsored Research, o (i) the eondition, merchantability,
or fitness for a particular purpose of the Rescarch Results,or i) the fact that OSK
Tnventions vl be generated in the performance of the Sponsored Research.

0 TERM AND TERMINATION

01

92

03

94

Unless earler terminated in accordance with it terms, the Sponsored Research
shall begin on the Effective Date and shal end upon the earlier of (2 the date of
complction of all acivitis relating t the RPs, as sct forth n the Rescarch Plans
and (b) 30 July 2025 (unless the Parties mutually agree upon an extension of the
‘Sponsored Research term). This Agreement shall b effective upon the Effective
Date and shallexpire upon the date of expiry of the Negotiaion Period (or upon
the expiy ofthe Option Period in the event that no option i exercised during such
Option Period); the term of this Agreement i referred to as the “Term”.

Either Party may terminate this Agrecment cffective upon written notice to the
other Party, if the other Party breaches any of the terms or conditions of this
Agreement and fail to cure such breach within thirty (30) days after receiving
written notice thereof.

‘Sponsor may terminate this Agreement for any reason or for no reason upon thirty
(30) days’ prior written notice to OSR; provided that Sponsor shall not be entitled.
10 send such notice to OSR during the 12 months period from the Effective Date.

I this Agrecment terminates prior toits expiration, OSR shall be entitled to retain
the payments made by Sponsor prior to termination; provided that, in the event

that such payments are ower thor SRR Sponor shal oy 0 OSK
within 30 days from the date ol termination the difference between NI

and the amounts paid by Sponsor to OSR prior to the date of
Termmation.
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95 Temmination or expiration of this Agreement shall not affect the rights and
obligations of the Parties accrued prior to termination or expiration hereof. The.
‘provisions of Sections 7, 8.4, 9, 10.1 and 10.6 shall survive such termination.

10 GOVERNING LAW AND ARBITRATION

10,1 This Agreement shall be governed by and construed in accordance with the laws of
Italy, without regard to the conflicts of law principles thereof.

102 Auy dispute,controversy or claim initiated by cither Party arising out of or relating
tothis Agreement, s negotiations, xecution or interpretation, or the performance
by either Party of ts obligations under this Ageeement (other than (a) any dispute,
controversy or claim regarding the valdity, enforceability, claim construction o
infringement of any patent rights, or defenses to any of the foregoing), shall be
finally resolved through arbitration by a panel of three (3) arbitrators appointed
‘under the Rules of the International Court of Arbitration of the International
Chamber of Commerce of Paris (the “Rules"), which both Parties declare to know
and accept. Each Party shall appoint one arbitrator and the two thus-appointed
arbitrators shall appoint the third arbiteator, who shal act as chairman of the
panel. Tn case of disagreement, the third arbitrtor shall be appointed by the
Chairman of the International Chamber of Commeree, in accordance vith the
provisions of the Rules. Where necessary the Chairman of the International
‘Chamber of Commerce shallalso appoint an arbitrator on behalf of the Party that
hs ailed to appoint ts arbitrator within the deadline set forth by the Rules. The
seat ofthe arbitration shall be Milan, ltay. Any such arbitration shall be condiicted
i the Italian language, without prejudice o the Partes right to file documents in
the English or other foreign language, along with the relevant certified translation
into Ialian English or o hear witness i languages other than ltalian provided that
a simultancous translation is offered to the panel. Any award issued by the
arbitration panel shall binding upon the Parties and the arbitration shall be
“rituale” n its nature. The arbitration shall be conducted in accordance with the
Rules and the Parties hereby declare that the Emergency Arbitrators Provisions
shall not apply between them. The award rendered by the arbitrators may be
challenged on the grounds of breach of rules oflaw (impugnazione per violazione
delle regole di dirito) pursuant o Artile 829 (Casi di nullita), third paragraph, of
the Italian Code of Civil Procedure.

103 Any other dispute which may not be submitted to the arbitration proceeding
pursuant to Section 10.2 above, including those relating to injunctive relifs and
provisional and/or urgent measures and payment njunctions (decreto inguntivo)
shall be devoted to the exclusive jurisdiction of the Court of Milan

11 MISCELLANEA

110 Norights hereunder may be assigned by either Party, direety or by merger or other
operation of aw, without the express written consent of the other Part; provided
that Sponsor may assign this Agreement o an Affliae and to the sole and limited
extent that such Afflate is assigned also the ARLA. Any prohibited assignment of
this Agreement or the rights hereunder shall be nl an vid. Noassignment shall
relieve either Party of responsibility for the performance of any obligations which
acerued prior to such assigament.
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No change, modification, or addition or amendment to this Agreement (including
tothe Rescarch Plans attached herewith), or waiver of any term or condition of this
Agreement,is valid or enforceable unless in writing and signed and dated by the
‘authorized officers of the Parties to this Agreement.

Awaiver by cither Party of a breach o violation of any provision of this Agreement
willnot constitute or be construed as a waiver of any subsequent breach orviolation,
of that provision or as a waiver of any breach or violation of any other provision of
this Agreement.

Nothing herein shall be deemed to establish a relationship of principal and agent
between OSR and Sponsor, nor any of their agents or employees, nor shall this
Agreement be construed as creating any form of legal association or arrangement
wwhich would impose liability upon one Party for the act or failure to act of the other
Party. Nothing in this Agreement, cxpress or implicd, s intended to confer on
pereon afther then the Partis o thei permited asigns any benefis, gt ot
remedies.

All communications hereunder shall be in writiog, electronic mail and shall be
deemed to have been duly given (a) upon personal delivery, (b) upon deposit with
a recognized courier with next-day delivery instructions, (¢) one (1) business day
after sending ifsent b clectronic mail and no deivery failure notification has been
received, to the address set forth below or such other address as either Party may
specify by notice sent in accordance with this Section 10.5

Ifto OSR:
‘Ospedale San Raffacle Sr..
via Olgettina No. 60
20132, Milan, taly

Attention: Dr Daniela Bellomo, Business Development Director
laniela bellomo@hsr.

Ifto pnne.iu Tovesti i.uux.

Ifto Sponsor:
Pierluigi Paracchi

pierluigi paracehi@genenta.com
Via Olgettina, 58 - 20132 Milano - taly

‘This Agreement shall be construed and governed in accordance with the lavs of
Italy, without gving effect to conflict of v provisions.

‘This Agreement, ineluding the exhibits hereto embody the entire understanding
betuween the Parties relating to the subject matter hercof and supersedes all prior

10
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understandings and agreements, whether written or oral. This Agreement may not
be varied except by a written document sighed by duly authorized representatives
of both Partics

‘This Agreement may be executed in more than one counterpart, each of which shall

e deemed an original but all such counterparts taken together shall constitute one.
and the same agreement.

IN WITNESS WHEREOF, the duly authorized representatives of the Parties

hereby execute this Agreement as of the Effective Dae.

Genenta Science S.p.A. Ospedale San Raffacle S.r.1.

—

o By
(it o

Name: erhigi Paraech NgmesMreo Contenari

Title: CEO Title: CEO

Dute vae 0] (032023
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Background

Genenta Science Sp.A. is a clinical stage immuno-oncology company developing a cell-base
platform hamessing the power of hematopoictic siem cells (HSPCs) (o provide durable and safe
treatments for solid tumors. By financing pre-clinical research Genenta aims to strength andgenerate
new intellectual property relevant to Genenta platform, to deep the understanding of themechanism
of actions of Temferon (Genenta’s clinical lead candidate), and to broad is cliical applic

Pre-clinical studies should address questions relevant to Temferon clinical development considering
the current paradigr treatment in immuno-oncology that often see in clinical practice a multimodal
approach.

Research Plan

OSR will evaluate/explore:

1. Temferon efficacy in pre-clinical mouse models of glioblastoma multiforme (GBM) and in at
Teastone additional solid tumor indication in combination anti-angiogenic strategies (RP1) and
immune checkpoint blockers (RP2).

2. Altemative conditioning regimens (RP3).

RP1- Exploring combination between TEM-mediated IFN- gene therapy and anti-angiogenic
therapy

Background information
“The homing ability of TIE2-expressing monoeytes/macrophages (TEM) into mors can be used to
delive ani-tumoral cytokines in the tumor microenvironment (TE). SN =-ov s
previously shown that TEM-mediated release of IFN-t in tumors can reprogram the immunc
suppressive TME towards an immune stimulatory one. More recently, [ 2roup designed a
switchable version of the lentiviral vector (LV) delivery platform. Specifically, they builtan inducible
form of IFN-u by fusing the ransgene to & mutant destabilizing domain (DD) from Eschericlia coli
dihydrofolate reductase (DHFR), whose siabilizing ligand, trimethoprim (TMP), is a clinically
approved drug that crosses the blood-brain barrir. The TMP-inducible strategy adds an additional
level of control 0 the TEM-cytokine delivery system as it allows 10 timely regulate the secretion of
the cytokine through an ON/OFF switch. Moreover, it allows testing it efficacy i vivo afer tumor
onset. thus better modeling a therapeutic intervention. This strategy is very useful when combined
with other therapics as it allows to choose the best therapeutic window for both therapies by allowing
switch ON and OFF at specific time points.

Inducible Glighiasioma murine model
Joroup recently tested the inducible platform in a mouse model of Glioblastoma

(Birocchi .., 2022). They transplanted mice with Empty LV (Contro!)or with Tie2-[fnal-DHFR-
miT LV (IFN-c-DHFR) and challenged them orthotopically with mGB2 glioblastoma (GBM) cells
Mice were then treated with the DD-stabilizer TMP. Besides showing reduced wmor volume and
improved survival of IFN-a-DHFR compared to control, tmors from IFN--DHFR mice showed
lowervessel density, as confirmed by quantification of CD31 immunostaining.

Avii-angiogenic therapies in the clinic
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o “The equivalent of human HSPCs (Lin-cells) will b transduced with the mTie-2-mIFN-c. LVV
(mimicking the current Genenta platform), with mTie-2-mIFN-o-DHFR LVV (fnducible
platform) and miTie2-GFP LV (reporter construci). The transduction procedure should be
performed to get an ideal target VCN of 1 of the input cels o be administered (Lin- cell).

The reporter construct will be used for the pilot experiment and to test the Genenta platformin
combination with an anti-angiogenic treatment in the additional chosen solid tumor model.

Conditioning Regimen

Total body irradiation for tasks A.1.1 and A.1.2 and a chemo-based con
task A13

foning regimen for

Tasks A.1.1 and A.1.2 - Experimental Design
Testing Groups

Mice will be challenged with the chosen solid tumor (GFP negative) upon boe marrow
reconstitution. Mice will be randomly assigned to the groups a or b and c or d, after the first tumor
Volume evaluation. If feasible two independent experiments for each tumor model will be performed.

a) CTR (1G)

b) anti-mouse VEGFR-2

<) Temferon

d) Temferon + anti-mouse VEGFR-2 (Temferon first-line - prophylactic intervention)

The quantitative evaluation of TEMs presence will be performed on mice assigned o group a and b
and overtime on the aditional chosen solid tumor and based on the result of the pilot experiment
model (Lin- clls will be transduced with the mTie2-GFP LVV).

‘The experiment should determin the kinetic of TEMs recruitment and the rlationship with 1) tmor
volume, 2) quantity of transduced cels in the periphery and 3) the anti-anglogenic treatment.

Based on the result the same experiment may also be conducted on the mGB2 mouse model (GFP
negative cell lines, o be preliminary tested in vivo)

Tasks A.1.1 and 1.1.2 ~ Assessments
“The following evaluations will be conducted:

« Tumors volume (MRI)

« Tumor perfusion (Advance MRI) — a preliminary analysis will be conducted on potential
responder and non-responder mice 10 be selected in the different treatment groups. Basedon
the result a broader analysis may be conducted.

« Cytokines and growth factor concentration in serum/plasma — to be performed overtime,
cytokine should include but may not be limited to IFN-xt, ANG-2, MMP-9, SDF-1, VEGF-A,
VEGF-C, TP, CTSB. Cytokines characterization will be conducted on group a and ¢ and based
o the efficacy results also on group b and d.

Survival.
Assessment of vessels type and vascularization area (at study end).

Tusks A.1.1 and A.1.2 - Time frame
8 months.
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Tasks A.1.3 Experimental Design
Testing Grou

Mice wil be challenged with the chosen solid tumor upon bone marrow reconsiitation. Mice will be
randomly assigned (o the groups A — D, after the first tumor volume evaluation. Trimethoprim
administration wil follow the anti-angiogenic treatment. If feasible two independent experiments for
ach tumor model will be performed.

CTR
Anti-mouse VEGFR-2

Temferon

‘Temferon + anti-mouse VEGFR-2 — The anti-angiogenic treatment will be administered after
tumors development and before Temferon is turned-on (two weeks later - Temferon second-
line)

sow>

Based on the results additional treatment schedules may be tested including administering the ani-
angiogenic treatment simultancously to Temferon infusion.

Tasks A.1.3 ~ Assessent
The following evaluations will be conducted:
« Tumors volume
« Tumors perfusion (Advance MRI) ~ a preliminary analysis will be conducted on potential
responder and non-responder mice to be selected in the different treatment groups. Basedon
the result a broader analysis may be conducted.
 Cytokines and growth factor concentration in serumplasma — to be performed overtime,
eytokine should include but may not be limited to IPN-cc, ANG-2, MMP-9, SDF-1, VEGF-A,
'VEGF-C, TP, CTSB. Cytokines characterization will be conducted on group a and ¢ and based
on the efficacy results also on group b and d.
* Survival,
o Assessment of vessels type and vascularization area (at study end).

Tasks A.1.3 - Time frame

12 months
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Objective

Temferon cfficacy will be evaluated in a pre-clinical mouse models of glioblastoma multiforme
(GBM) and in at least one additional solid tumor indication (solid twmor hot andlor cold®) in
combination with ICTs

e same addliionalpre-clinicalsolid tumor wodel s dentfed and esied in A1 willbe sed Addlsonal models
mayalso be inluded (0 e discussed and agreed with Genenta within 6 months from the Efctive Date)

Tasks
A2.1 - To determine if Temferon synergize with ICH in solid “hot” and “cold” tumors,

o The Genenta platform will be tested in combination with ICIs.
2.2 To determine the most adequate scheme of intervention for the combination.

o The Inducible platform will be used to decipher the optima treatment schedule for
“Temferon in combination with [CIs in the context of a linically relevant conditioning
regimen

2.3 To dissect Temferon mechanism of action on the T cells compartment

o Circulating T_lymphocyte repertoire will be in depth characterized to capture the

changes associated with an anti-tumor response or resistance/mmune-escaping

Tasks will be sequential and the transition 1o the next task will be review and discussed with
Genenta.

Methods
Murine solid tumor modes:
 mGB2 cells - GBM mouse models of glioblastoma multiforme (GBM).
© Atleast on additional solid tumor will be tested based on the results (hot solid and/or cold).
‘The pre-clinical mouse models will be discussed and agreed with Genenta within 6 months
from the Effective Date.

ICs.
« Al least two ICls among the following will be tested: anti-PD1, anti-PDL-1, anti-CTLA-4
andanti-LAG3
HSPC:

= The equivalent of human HSPCs (Lin-cells) will be transduced with the mTie-2-mIFN-c: LYV
(mimicking the current Genenta plaiform) and with mTie-2-mIFN--DHFR LVV (Inducibie
plaiform). The transduction procedure should be performed to get an ideal target VCN of lof
the input cell to be administered (Lin- cells)
Conditioning Regimen.
« Total body irradiation for tasks A.2.1 and a chemo-based conditioning regimen for task A.2.2.

Tasks A.2.1 and 4.2.3 - Experimental Design
Testing Groups

Mice will be challenged with the chosen solid tumor upon bone marrow reconstitution. Mice will be
randomly assigned to the groups a - d, after the first tumor volume evaluation. If feasible two
independent experiments for each tumor model will be performed.

a) CIR
b) 1CI

¢ Temferon

€ Temferon + ICI (Temferon first-line ~ prophylacic intervention)
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Tusks 4.2.1 and 423 - Assessments
‘The following evaluations wil be conducted:

 Tumor volume (MRT or equivalent imaging tumor quantification method)

« Cylokines and growth factor concentration in serumplasma — to be performed overtime,
cytokine should include but may not be limited to IFN~a, TGF-BIL-2, IL-7, IL-10, IL-12, IL-
I8IL-27, IL4. Cytokines characterization will be conducted on group a and e and based on
the efficacy result also on group b and d.

T cell phenotype and activation/exhaustion state over time.

Survival

Characterization of the myeloid and Iymphoid infltration in tumor and lympho-hematopoietic
organs (at study end).

Tasks 4.2.1 and 4.2.3 - Time frame

8 months.
Tasks 4.2.2 and A4.2.3- Experimental Design
Testing Groups

Mice will be challenged with the chosen solid tumor upon bone marrow reconstitution. Mice will be
randomly assigned to the groups A ~ D, after the first tumor volume evaluation. If feasible two
independent experiments for each tumor model will be performed.

A CTR
8. ICI
C. Temferon
D. Temferon + ICT
©_ICI administration will start after tumors development and before Temferon is
‘twrned-on (1wo weeks later) (Temferon in second-line)
Based on the results additional treatment schedules may be tested including administering the ICI
simultancously to Temferon infsion and testing Temferon in second-line and in combination with a
different ICI as used in first-line (Temferon in second-line and in combo).

“The ICI to be used as first- and second-Jine of treatment needs to be determined on the SOC of the
solid tumor under testing. IC1 sequenc need 1o be discussed and agreed with Genenta

Tasks A.2.2 and A.2.5- Assessment
The following evaluations will be conducted:

Tumors volume (MRI or equivalent imaging tumor quaniification method)

« Cylokines and growth factor concentration in serum/plasma — to be performed overtime,
eytokine should include but may not be limited 0 [FN-0, TGF-B,IL-2, IL-7, IL-10, IL-12, IL"
I81L-27, IL4. Cytokines characterization will be conducted on group a and ¢ and based on
the efficacy result also on group b and d.

T cell phenotype and activation/exhaustion state over time.

Survival

Characterization of the myeloid and lymphoid infilration in tumor and lympho-hematopoetic
organs (at study end).

Tasks 4.2.3 - Time frame
12 months,
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Potential additional evaluations for Research Plan A.I and A.2

In case of long term surviving mice in the experiments described in section A.1 (combination with
anti-angiogenic therapy) and in A.2 (combination with ICI) T cells lymphocyes will be adopively
transfer from the PB, spleen, bone marrow (BM) and possibly from the brain of full responders in
syngeneic recipient mice challenged with the solid tumor under testing to monitor the onset of
protective immunity in the recipients. Moreover, if enough material will be available T cells gene will
be characterized for the gene expression at the single cell level.

RP3 .- Exploring use of non-genotoxie condicioning for TEM-mediated IFN-z treatment delivery
tosolid tumors.

Background information
For the TEM-mediated IFN-u gene therapy strategy, lineage-negative (Lin-) cells enriched in HSPCs
are solated from total BM of CS7BL/6 CD45.2 donor mice, transduced ex vivo with lentiviral vectors
and infused in lethaly irradiated syngeneic (CD45.1) recipient mice. Whole body irmadiation, or an
alternative chemo-based conditioning regimen, is recessary to deplete endogenous BM cells o permit
Temferon engrafiment

Recently work from [N <b (Omer-Javed et al, 2022) showed in CSTBLIG mice the
possibility of bypassing genotoxic conditioning leveraging by using mobilizers such as G-CSF,
AMDS3100 and BIOS 192 (GTAB treatment). G-CSF is a clinically approved compound that acts at
the level of BM in  broad and complex manner and leads 10 an increase of CD34+ cells in the
circulation. AMD3 100 (Plerixafor) instead is a dircet antagonist of CXCRA, which rapidly mobilizes
HSPC into thecirculation by directly disrupting a major BM retention axis, CXCLI2-CXCR, in a
reversible way. BIOSI92 s a ITGA4 antagonist ecting by disrupting the interactions of HSPC with
the BM stromal cell.

“The administration of mobilizers, by inducing substantial egress of resident HSPCs from the BM
allows engrafiment of the transplanted cells. Thus, infusing donor HSPCs at the peak of mobilization
enabled competition with mobilized recipient cell to repopulate the BM niches, establishing around
15-25% donor chimerism, as assessed by the respective percentages of CD43.1 (donor cells) and
CD45.2 (recipient cell).

Focus on Temferon clinical application/experience

In the current ongoing Genenta phase 1/2a clinical trial, CD34+ HSPC, (Temferon starting material,
corresponding to the mouse lincage negative cells) are mobilized from the bone martow into the
peripheral blood by lenograstim (granulocyte colony-stimulating factor; G-CSF) and plerixafor and
are collected through an apheresis procedure. Once Temferon has been released, the patient undergoes
a cyele of chemo ablation, which requires patient hospitalization and may be associatedwith short-
and long-term clinical complications related to the adopted conditioning regimen

Ojective
To explore in pre-clinical mouse models the use of non-genotosic strategy as an altemative
conditioning regimen for Temferon administration.

Tusks
B.1- To determine if a non-genotoxic strategy may allow Temferon to engraft and differentiate
B.2- Totest Temferon effcacy in the contex! of a non-genoloxic strategy for the cell herapy delivery
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Methods
Conditioning Regimen:
» Aphercsis based-model mimicking the clinical setting (two mobilization attempts with
infusion of transduced cells during the peak of mobilization)
s
o The equivalent of human HSPCs (Lin-cells) will be transduced with the mTic-2-mIFN-a: LVV
(mimicking the cureent Genenta plaiform). The transduction procedure should be performedto
‘get an ideal target VON of 1 of the input cells to be administered (Lin-cells)
Preclinical solid umor models
* mGB cells - GBM mouse models of glioblastoma multiforme (GBM).
« At least one additional solid tamor to be discussed and agreed with Genenta within 6 months
from the Effective Date.

Tasks B.I and B.2 - Experimental Design and Assessments

The following experiments and assessments will be conducted to accomplish Task B.1 and B2. 1f
feasible, two independent experiments will be conducted for each tumor model.

1 Administration of G7AB and evaluation of the kinetic and of the peak of
o PB will be sampled at two different time points afier G7AB administration to measure
‘mobilized white blood cells (WBC) and the quanticy of short-term and long-term HSC
compared to control mice.
2= Purification of Lin- and transduction with Tie2-GFP-mirT vector from CD45 donor mice
andiransplaniation of transduced cells in recipient mice at the peak of mobilization as assed in
poin 1.
‘o Mice will be followed over fime to monitor chimerism and dose dependent engrafiment
and compared with mice transplanted with unmodified Lin- clls
3 = Purification of Lin- and transdhuction with Tie2-GFP-mirT vector from CDA3 donor mice and
Iransplantation of transdced cells in recipient mic at the peak of mobilization as assessed in 1 and
afier a second mobilization (same mice as per point 2)
o Mice wl be followed during time to monitor chimerism and dose dependent engrafiment.
and compared with mice transplanted with unmodificd Lin- cels.
© 12 wecks affer the transplantation mice will be sacrificed and level of chimerism, short-
térm and long-term HSC engrafiment assessed in BM, PB, spleen and brain.
4~ Evaluation of the therapeutic potential of Lin- cells ransduced with mTie2-miFNa compared to
empiy LV (control mice)
& The dose and timing for IFN-o: cell therapy transplantation will be identify based on the results
of experiments described in points 1-3.
© Mice wil be challenged with the selected solid tumors.
© Tumor growth and mice survival will be monitored over time after hematopoictic
reconstitution.

Researchers involved in the experimental plan
I X Director Scientist — 25% of dedicated time
o I xResearch Associate — 40% of dedicated time
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o I StafTscientist — 50 % of dedicated time
o Ix Research Assistant - 50 % of dedicated time.
2 Postdoctoral Fellows - 25% of dedicated time.

Overall Duration of the Research Activity
2years
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Exhibit B

Budget and Payment Schedule

The overall consideration for the Sponsored Rescarch i equal to €500.000.

Direct Costs Vear T Year2 Totale

Consumables and Supples
Servces

Animal Facities
TotalDirect Costs

'O 25% on Direct Costs
Grand Total

Such amount shall be paid by Sponsor to OSR s follows:

within 15 days from the Effective Date;

Eurol
Euro ill be paid within 15 December 2023;
Euro il be paid within 30 June 2024;

Euro will be paid within 15 December 2024;

‘Euro il be paid within 30 June 2025,





image33.png
Exhibit C
Patentincluded in OSR Background IP

International patent appliation n. PCT/EP2023/061382 fled on 28 April 2023, title
“Methods for hematopoietic stem cell transplantation”

Inventors: Luigi Naldini, Attya Omer Javed

Applicant: OSR and Fondazione Telethon
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AMENDMENT T0 AMENDED AND RESTATED LICENSE AGREEMENT.

This AMENDMENT (o the Amended and Restated License Agreement (“Amendment) is entered
nto a5 of September 28, 2023 (“Amendment Effective Date”)

Berween

Ospedale San Raffacle S.t.L, an Ttalian company having regisered offce at via Olgettina No. 60,
20132, Milan, Ty, Fiscal Code 07636600962, caly represented for the puzposes hercof by its Chicf

Esecutive Officer, Marco Centenasi (“OSR”)
o the o e -
And

Genenta Science S.p.A., an Talian company having registered offce at via Olgettina No. 60, 20132,
Milan, ey, Fiscal Code 08738490963, duly represented for the purposes heseof by ts Chicf Exccutive.
Officer, Ms. Pierluigi Passcchi (“Genenta”)

o e ther e

(OSR and Genena shall be, collctively but not joindy, defined as the “Parties” and, severally, a
Party
WHEREAS:

(8)  The Pariesentred into that cetain Amended and Resated License Ageecment (*ARLA")
‘which came int forceon Apri 20, 2023, nd tht cerin Sponsored Research Agreement
dated Auguse 1%, 2023 (“CP1 SRA"):

(B  The CP1 SRA, in accordance with ARLA provides for feasbilty studies related 1o
Candidate Product 1 a5 defined in the ARLA, flfling the obligatons set forth in Section
211 of the ARLA s relsted to Candidate Product 1;

(€)  As provided by ARLA, in the sbsence of a sponsored reseach contract related to
‘Candidate Product 2 within the established and de facto expired deadlines, such Candidate
Product 2 and the related Optioned P2 fall under the ful avaiabilty of OSR (and, ss
applicable, of FT); and

(D) The Parties now wish to amend the ARLA in slrion to the terms nd conditons of the
ARLA spplicable to Candidate Prodict 2 by granting an option to Genenta under his
Améndment;

NOW, THEREFORE, also in consideration of the foregoing premises, which form an integral and
substantial part of this Amendment, and the mutual covenants herein contained, the PARTIES
HEREBY AGREE AS FOLLOWS:
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1

3

Definitions and Exhibits.

) The defintion of Candidate Product 2 set forth in Scetion 1.7(i) of the ARLA shall be
seplaced cnirely by the following:

any e oty prodts consiting of, o compriig, any kntvielwtor rgaed by w125 and/or
130 and/or iy il wit he s exprsion pttrs ac mR126 and R 30 i hmatpaiic ol
Jorthe cxprsion ofgeokies and i s (ot thom EN or i adiion o TEN) e e ot of
T2 promter ither o o i cointion i ary immanoteapy (v, withont It
e checkpant iilitor and/or o o asoiate anien e T el exprsig o himeri anign
aptar (CAK) (“Candidate Products 2"or “CPZ’)

@ the following definiion shall be added 1o Section 1 of the ARLA as Section 1.52:

“CP2IP” shall mean

(1) (@) the patents and patent sppiications identified in Exhibit 211B t0 the ARLA; (5)
divisions, continuations, continuations-in-part, that claim prioity 0, o¢ common priosity
with,any of the patent applications described in clause (3); and (c) patents that have issued
orin the future issuc from any of the foregoing patent applications; provided that clauses.
(4 through () above shal shways include any seissues, enevils, extensions, supplemeeal
protection certiicates, and additions to aay thereof; and

(@) the seslts generatedafter the ARLA ffecive Date and w0 June 2025 (“Addiional
Results Period") (for which OSR has the ight to gant  iense upon the cxpiy of the
Adhiona Resesch Pesiod) by scnists o s pesonne working at. o NN

it TIGET Insiute in the performance of possible rescatch

aciviieson the sesls described in the prper Birocchi et al S Transl Med. 2022, o the

Jimited extent that such resuts gencrated in the Addidonsl Reslts Peciod concem

prcssion of cytokine, inclucing -but o limited to- Inteleok. 2, undee the contzol of
27T promter

Sections 2.1 and 9:1(i) of the ARLA.

Genenta and OSR will have no further obligation to negotiate and execute a sponsored
research sgreement for the performance of feasibility stuies related 10 the CP2 (and each of
the Partes shall have no iabilty o the other Party in relation (o the failurc 10 negotiate and
execute such sponsored rescarch ageecment related to the CP2). Fo the avoidance of doubt
any reference to Candidste Product 2, Option 2 and Optioned IP 2 shall be regarded a5
semoved from Sections 2.1 and 9.1, which shall continue to refer solely to Candidate
Product 1, Option 1 and Optioned [P 1 and, therefore, any reference in such Sections (0 the
‘Optioa Exescise Notice, the CP Option Period and the CP Extension Notice shall be intended
as refexzed solely to Option 1

CP2 Option.
The following provision shall be added as Section 22bis in the ARLA;
46) OSR hereby grants to Genenta & exclusive option, to be exercised sending witten notice
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(“CP2 Option Exercise Notice”) 1o OSK on or before 30 September 2025 (such opion
period, as possibly extended according to (i) below, the “CP2 Option Period”), to include
(from the date of receipt by OSR of the CP2 Option Exercise Norice) the CP2 [P as part of
the Licensed Technology and the Candidate Proxducts 2as part of the Licensed Products under
the ARLA; provided that n the event that such option i exrcised by Genenta (1nd from the
date of receipt of the CP2 Option Exerciscd Notce by OSR), the definion of Field of Use
lated (o the Candidate Products 2 shall be as follows: “the use of pene therspy with respect
0 &) any and all Solid Cancer Indicasons (inclucing,for the avoidance of doub, gioblastoma
and solid lives cances) and/or (b solly subject to (and strting from) Genenta having
cxercised the option sec forth i Section 22(8) below, such Lympho-Hematopoietic
Indication(s) i relation to which such option is cxercised”.

@ Geneors bl pay o OSH amaption excrcise e e S 0 s from
thedue of th CB3 Opton Exceene Mot

(i) Geneata shall have the sight to extend the CP2 Option Pesiod tice for additional 24
‘month periods by sending written notce (each such notice, 2 “CP2 Extension Notice”) at
Jeast theee months prior to the expiry of the CP2 Option Period (as for the fist extension)
and atleast theee months pior t0 the expiry of the first 24-month extension period (3 for the
second extension); provided that such extension shall be granted subject to the payment of an
extension fee cqual to per cach 24-months extension, no latet than 30 days
from the date of the applicable CP2 Extension Notice.

(i) In the evet that Genenta fais to send the CP2 Option Exercise Notice during the CP2
Option Period, subject to Section 3 OSR shall be cntitld o exploit (inciuding granting rights
0 third pasties the Licensed Technology inside o outside the Field of Use with respect 10
the CP2 and, without prefudice to the exclusive rights granted to Genenta in Section 2.1 and
subject (o Section 3, 10 grant any right t0 any third party under the CP2 P either within the
Field of Use and/or outside the Field of Use.

() Following receipt by OSR of the CP2 Option Escrcise Notce, OSR shall promptly delver
to Genenta, in a mutally ageecable fom, copics of all wrilten, graphic or electronic
embodiments of the applicable CP2 1P and OSR wil make s scientists and)/or othee
personncl working ac the [ NN « T1GET Instiute available to
Geneata, upon rersonable advance noiice to cnable, and provide supportin, practicing the
(CP2 TP, 25 applicable, with respect to the CP2 15 applicsble, during the twelve (12) months
From the frst CP2 Opion Exexcise Noiice, being understood that OSR's support to Genenta
in respect of this Section 2 2bisyi) shall ot exceed thirty (30) hours of work in aggregatc
among all personnel working ac the N« TIGET Insttue, in
providing such support durin, such pesiod, at a0 Gost (o Genenta.

() Section 10.3(3) shall apply seviatis swtandiin the event that Genenta fails o pay the option
fee set forth in this Section 22bis(i) sbove or any of the extension fees duc and payable
‘according to this Section 2.2bis(i), in cach case within thirty (30) days following the expiration
of the applicsble deadlines

(i) OSR shall have the rght and obligation to contzol the preparation, flin, prosccution and.
‘maintenance of all patents and patent applications within the CP2 TP mentioned in Section
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1.52(), OSR shall furthermore have the right to prepare, file (ncluding at any time prior to.
the expiey of the Additional Reseazch Period) and prosecute patents and patent applictions
with tespect (o the results mentioned in Section 1.52(i). The costs of the foregoing actiities
shall be boene by Genenta (1nd OSR may request the patent counses to invoice Genenta for
such purposc) from the ARLA Fffective Date, provided that such obligation shall cease with
respect 10 the patents and patent applications comprised in the CP2 TP concurzent with the
expiry of the applicable CP2 Option Period in the event that Genenta has not excrcised the
option pranted in this Section 2.2bis)(). For the avoidance of doubt OSR shall have the right
of election with sespect to the following: (3) whether ot not to seck unitaey effect in relation
o the patents comprised in the CP2 IP upon receipt of notfication according 1 Rule 71(3)
of the Implementing Regulation to the European Patent Convention in Europe; and (b)
whether or not to opt out of the jurisdiction of the Unified Patent Cout i zespect of such
patents in Eutope during the transidonal periods when exercising such opt out; and if and
when withdeaving such opt-out.

(vi) The Patics agree that 5 OSR shall have no obligation o caey out research aciiies
during the Addiional Resuls Pciod on the resuls deserbed i th papee Bicocch etal. Sci.
Teaas Med. 2022 (inchding, but not imited t0, with zespec 1> expresion of cyrokines,
inclcing bt ot limited to- ntelekin 2. undes the contrl of Tic2 promoters (b n the
cvent o NN I Tosiut curis ot such rsearch
activites, dusing the 30 days rom the expiey of he Addidonal Resuls Feriod OSR shall
provide Genenta with a witen tepert o th nesuls identiied in Section 15263

4. This Amendmeat shall be effective from the Amendment Effective Date.

Any capitalzed terms in this Amendment should have the same meaning as given in the ARLA
(unless differenly provided in this Ameadment). All the other tezms and condidions of the
ARLA shall remain in effect without change.

6. Withot prejudice to Section 2 of this Amendimear, nothing in this Amendment is intended
10 operateasa waive of any clsimscithee Paty ey have againsthe other Pary aisig prios
1o the dat of this Amendme, including any caims aising prior <o the date of his
Amendment with respect to the performance of the Paties undet the Agreement. Any dcly
i enfoecing a Party’ sights undez tis Amendment o the Agecement, or any waive 36 (0 3
paicalar defaul or othes mater, will ot consitute 4 waiver of such Pary’s Gghts to the
furure nforcement of it rights under this Amendment o the Agreemear, xcept widhrespect
1040 express witten waive telating .2 patticulas mattee or a paricahe period of e signed
by an authorized representiv of the waiving Party, 10 spplicable.

7. “This Amendment shall be governed by and construed in accordnce with the laws of Iy,
without regard (0 the conflicts of lw principles thercof. Except as specifically amended by
this Amendment, the teems and conditions of the Agreement shal remain in ful force and
effect. This Amendment may be excuted in two of more counterpart, cach of which shall
e deemed an osiginal,but ll of which togethee shall constitut ore and the same instrument.
Except o the extent expressly provided herein, the Agecement nclucing all ppendices,
exhibis and schedules thereto), s amended by this Amendment, consitute the entire
agreement between the Particsreating o the subject mater of the Agreement and supersedes
all revious oral and written communictions, inciuing all previous agreements, becween the

<
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Pactics.

[This Space Intentionally Left Blank ]

IN WITNESS WHEREOF, the Pasties have executed this agreement effective as of the Amendiment
Effective Date.

Ospedsiy San Raffacl Sc1.
B q/‘/L/\A

Name: Iog. Marco Centenasi
“Tite: Chief Executive Officer

Genenta Scigage S.p.A.

By

Nargh: Mr. Piehigi Paracchi
Tidé] Chief Exccutive Officer
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