UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

WASHINGTON, DC 20549

FORM 8-K

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

Date of report (Date of earliest event reported): July 15, 2025

REZOLUTE, INC.

(Exact Name of Registrant as Specified in Charter)

Nevada 001-39683 27-3440894
(State or Other Jurisdiction (Commission (I.R.S. Employer
of Incorporation) File Number) Identification No.)

275 Shoreline Drive, Suite 500, Redwood City, CA 94065
(Address of Principal Executive Offices, and Zip Code)

650-206-4507
Registrant’s Telephone Number, Including Area Code

Not Applicable
(Former Name or Former Address, if Changed Since Last Report)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions
(see General Instruction A.2. below):

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

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

O Pre-commencement communication pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
O Pre-commencement communication pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:

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

Common Stock, par value $0.001 per share RZLT Nasdaq Capital Market

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (17 CFR §230.405 of this chapter) or Rule
12b-2 of the Securities Exchange Act of 1934 (17 CFR §240.12b-2 of this chapter).
Emerging growth company [J

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

Item 7.01 Regulation FD Disclosure.

On July 15, 2025, Rezolute, Inc. (the “Company”) posted a patient demographic poster related to the Company’s Phase 3 clinical study (sunRIZE). The poster is available on
the Company’s website at https://rezolutebio.com/wp-content/uploads/2025/07/ENDO-Poster_Final_10July2025.pdf, and a copy of the poster is included as Exhibit 99.1 hereto.

The information in this Current Report on Form 8-K, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934,
as amended (the “Exchange Act”), or otherwise subject to the liability of that section, nor shall it be deemed incorporated by reference in any filing under the Securities Act of
1933, as amended, or the Exchange Act, whether made before or after the date hereof, except as expressly set forth by specific reference in such filing to this Current Report on
Form 8-K.

The poster contains forward looking statements. Forward-looking statements, which are based on certain assumptions and describe future plans, strategies, and expectations
of the Company, are generally identified by use of words such as “anticipate,” “believe,” “estimate,” “expect,” “intend,” “plan,” “project,” “prove,” “potential,” “seek,” “strive,”
“try,” or future or conditional verbs such as “predict,” “could,” “may,” “likely,” “should,” “will,” “would,” or similar expressions. The Company’s ability to predict results or the
actual results of the Company’s plans or strategies is inherently uncertain. Accordingly, actual results may differ materially from anticipated results. Readers of the poster are
cautioned not to place undue reliance on these forward-looking statements. Except as required by applicable law or regulation, the Company undertakes no obligation to update

these forward-looking statements to reflect events or circumstances that occur after the date on which such statements were made. Important factors that may cause such a

”» ”»



difference include any other factors discussed in the Company’s filings with the SEC, including the Risk Factors contained in the Company’s Annual Report on Form 10-K and
Quarterly Reports on Form 10-Q, which are available at the SEC’s website at www.sec.gov.

Item 9.01 Financial Statements and Exhibits.
(d) Exhibits.
Exhibit No. Description
99.1 Patient Demographic Poster for Phase 3 Clinical Study
104 Cover Page Interactive Data File (formatted as inline XBRL)

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 hereunto duly
authorized.

REZOLUTE, INC.

DATE: July 18, 2025 By: /s/ Nevan Charles Elam

Nevan Charles Elam
Chief Executive Officer




Preliminary Patient Demographics and Baseline Characteristics From a Phase 3 Study

(sunRIZE) of Ersodetug for Hypoglycemia Due to Congenital Hyperinsulinism: Trial in Progress
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1. Background

‘Congenital hyperinsulinism (cHI) is a rare, primarily pediatric condition
charmcterized by recurrent, persistent hypoketotic hypoglycemia due to
dysregulated insulin secretion, placing those with the condition at risk for
seizures, ifelong neurologic impairment, and desth if not recognized and
adequataty traated in timely fashion. Even with vigilant glucose monitoring
alongside currently available medical therapies and intensive feeding
regimens, one third of report regurrant
hypoglycemia events (<70 mg/dL) daily to several times per week, and
neurologic sequalae are commen in spite of burdensome management
efforts. In diazoxide non-responsive patients with diffuse disease, 2 near
total pancreatectomy may ba necessary to control severe hypoglycemia.

Il. Ersodetug Mechanism of Action

Ersedetugisa 1ge2
and reversibly binds the insulin receptar, thereby decreasing excessive
insulin sction in target tissue. It's unique and downstream mechanism of
action offers the potential for @ noval and universal therapy for conganital
and acquired forms of hyperinsulinism.

antibody that

Mormalized Glucoss Lavels HYPERINSULINISM
WITH ERSODETUG

I, Ersodetug Development History

Ersodetug has been granted Breakthrough Designation Therapy by the US
FD# in recognition of its significant potantial to treat hypogtycemia due to
congenital and tumar (e.g. insulinoma) HI. To date, ersodetug has been
evaluated in over 100 patients across & completed clinical trials and an
exponded access program.

In a recent Phase 2b study (RZ358-606; RIZE), 23 participants (sverage

age = 6.7 years)on slanﬂard-m-c-re (S0C) (57% medications; 17% previous

and Za%llmeln
tbascline. and time.
were dose-responsive and BOGI::EEGEUTJ% wllh ‘even greater impravements
in severe hypoglycemia observed at the target doses, and o nearly universal
response ralef.
A pivotal, Phase 3 studywith

8-301; sunRIZE) il
angoing and is new fully anrolled,

Wa axtend our heartfalt appreciation to

V. Objectlve
Describe i i i i 1 the fully
enrolled sunRIZE stud, 1a inform disease burden
and the extant ufuursumnmynuguccrma events and time in eligible patients.
the primary and key secondary
study endpoints, -esuect--eu‘ bywh-cmheeﬂucucy of ersodetug will be
evaluated at the complation of the pivetal study period.

V. Methods

sunRIZE is an ongoing global, multicenter, randomized, double-blind,
placeba-controlled, parallel-arm, Phase 3 efficacy and safety study of
ersodetug in participants with a knawn clinical and biochemical diagnosis of
<Hl with inadequate hypoglycemia control on available standard of care (S0C)
therapies. Among other inclusion and exclusion criteria, cligible participants
included males and females between 3 months to 45 years of age experiencing
23 hypoglycemic events par week (<70 mgidL) by SMBG and 8% average dally
time in hypoglycemia CGM for 210 days of the monitored screening CGM time.

The study simed to enroll 56 participants, including 46 participants in

double-blind, placabs lled fashion in & 1:1:1 ratio inta one

of three treatment arms (5 or 10 mg/k dotug or placcbo) as add- S0C.
The initial 8 participating infants (23 months te <1 year) wers enrolled in open-
tabol fashion before subsequent participants in this age group wers permitted
10 enroll in the randomized, controlled, study arms.

1D, Davelyn Eaves Hood MD, MBA, Brian K. Roberts MD

@rezolutebio.com

VI. Results
A completed interim analysis indicated that the study sheuld continue as-is with the
originally planned sample sizs; hence, study enrollment is now complete. & total of 63
namcruantslnwwu anu blinded) were enrelied, including B open label and 55 double-
blind baseling and for the study
population ara ummanzed inTacia 1. Tha mean age of enrolled participants is 3.4 years
{range 3 months to 15 years), with approximately one third being <2 years old, including 11
infants. A relatively equal number of males and females were enralled. The majority (76%)
have a known atiologi tation affacting the . which is typically
diazouide non-responsive. O the nearky universal number of participants using SOC
MEHIESIYHEIBDIES one-ifth are on TWo of More Iherapies, such as diazoxide and
, 40% are on orscheduled, intarmittent tube feedi
ey s oot Gextrose, and 13% had a prior partial or near-total
i medical hall of the repurted
being hospitalized i at lgast i and
29 tod Lewel 3 with aicute loss of
requiring third party RNetably, in the 30
days prior to study entry, ovar half of participants reported having 6 hypoglycemia evants
requiring rescue intervention, including 38% wha had >10 such ovents. These self-reported
experiences with hypoglycemia are consistent with our preliminary observations of
bassline hypogtycemia (<70 mgielL) s assessed in the clinical study, with & mean
hypoglycemia evant rate by SMBG of 15 events per week (range 3-44) and a mean average
daily percent time in hypoglycemia by CGM of |9%<rangz 5.73%), These levels of baseline
are 10 thasa in the pe lished Phase 2h RIZE study.

Table 1

Study drug is administerad by 30-60 minute i ion bi kly for
the initial three doses and then evary four weeks for the remaindar of a 24-week
pivotal treatment period. Participants completing the pivotal treatment period
are eligible for rollover into o longer-term open-label extension,

A prospectively pianne interim analys!s of ths sl S0% of the Intended

{ forthe p
endpoint [nypuymmmmmx)massm tutility or determine tha need fora
sample size increase. lthpDneur remained blinded to the analysis, whmh was
evaluated and safety data it
{DMC). The DMC CONtiNUing with no
sample size,

Tne repartad preli 1 d ics have
Ibaen analyzed and are pra;smaﬂ in a pooled and blinded manner for the overall
enrolled population, using statistics for. o8
hypogiycemia svants and dawusmenmmem and

Poolo and Blindad (=53]
b )

LD Ghamais el

+ounts and variablos. Thi for
or each participant, and only

discrete ny'pugly::smls events were counted.

Global Phase 3 sunRIZE Trial to Evaluate RZ358 + S0C vs SOC Alane

o |

heir families, i gators, and study teams for their es

VIl. Conclusion

Baseline and i i ith published

i for this ion. The extent of

of current SOC options which have lacked innovation for nearly half a century and highlights
the substantial unmet need in the congenital HI population. Notably, the mazni:uﬂ of
bageling
comparable to thosa reportad in the Phase 2b study |RIZE), reinforcing the mpmuncummy
and severity of disease in this rare disease population, The completion of the pivotal portion
of the Phase 3 sunRIZE study and unblinded atficacy
results is anticipated by the end of 2025,

Lrole in the successful enrollment and ¢ the sunRIZE trial




