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Item 7.01. Regulation FD Disclosure

Vivani Medical, Inc. (the “Company”) from time to time presents and/or distributes to the investment community at various industry and other conferences slide
presentations to provide updates and summaries of its business. These slides are attached to this Current Report on Form 8-K as Exhibit 99.1 and are incorporated by reference
herein. The Company is also posting to the “Investors” portion of its website a copy of its current corporate slide presentation. The slides speak as of the date of this Current
Report on Form 8-K. This updated slide deck provides an update on the regulatory status of NPM-119 (GLP-1 implant) currently under development for the treatment of
patients with type 2 diabetes. As previously reported the original Investigational New Drug Application (“IND”) for NPM-119 was filed with the U.S. Food and Drug
Administration (“FDA”) on July 14, 2023, to support the initiation of the Phase 2a, first in human study of NPM-119 in patients with type 2 diabetes, also named LIBERATE-1.
On August 18, 2023, FDA provided written notification that the LIBERATE-1 study was on Full Clinical Hold pending the resolution of Chemistry, Manufacturing and
Controls (“CMC”) information related to the assessment of device risks and device performance. On August 25, 2023, Vivani provided a Complete Response (“CR”) including
additional information and on September 8, 2023, FDA provided an “Incomplete Response to Clinical Hold” notification indicating the responses to the CMC deficiencies were
incomplete. Subsequently, Vivani submitted a second CR on September 15, 2023. Per guidelines, FDA has 30 days after the submission date to respond. Vivani will continue
to work with FDA to address all outstanding deficiencies to enable lifting of the Clinical Hold and initiation of the proposed LIBERATE-1 study as soon as possible. Regarding
guidance, if the CR is adequate and the Clinical Hold is lifted, Vivani anticipates commencing LIBERATE-1 in 2023, interim results (full 12-week data from the first ~12
patients) in 1H2024, and full top-line results in 2H2024. If the CR is deemed inadequate, Vivani will provide updated guidance as appropriate. While the Company has elected
to update the corporate slide presentation in parallel with this Current Report on Form 8-K, the Company specifically disclaims any obligation to do so in the future.

The information contained in this Item 7.01 and Exhibit 99.1 hereto shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as
amended (the “Exchange Act”), or incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set

forth by reference in such a filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.
Exhibit No. Description
99.1 Corporate Slides, dated September 18, 2023.

104 The cover page of this Current Report on Form 8-K, formatted in Inline XBRL.




SIGNATURE

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.

VIVANI MEDICAL, INC.

Date: September 18, 2023 By: /s/ Donald Dwyer

Donald Dwyer
Chief Business Officer
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NanoPortal™ is a Platform Technology
Broad Potential Application Can Support Portfolio of New Drug Implants

>> Minimized Implant Size )

‘ >> Extendable Implant Duration ’

>> Tunable Delivery Rate )
>> Tunable Delivery Profile )







Non-adherence is the primary reason for
low, real-world effectiveness’-2

Guaranteed adherence will produce
significant healthcare cost savings?

FDA indicated 505(b)(2) streamlined
approval pathway may be available

~$54M raised pre-merger from investors
including AstraZeneca




World-wide Sales ($Billions)*

The GLP-1 Market is Very Large and Growing Rapidly
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Real-World Adherence of Select Drugs
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Real-world Adherence

* NPM-119 designed to enable 100% adherence. o
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i2o0 Therapeutic’'s’ ITCA 650 (6-month exenatide
implant) may be a relevant value analog for NPM-119

Value of long-term GLP-1 (exenatide) implant externally validated previously

2014 - Intarcia signed ITCA 650 deal with Servier (excluding US + Japan) $171M up-frant, $880M
milestones, and double-digit royalties

- Financings valued Intarcia as high as $4.0B (2017); Intarcia's lead program was ITCA 650
2016 - Intarcia filed initial ITCA 650 New Drug Application (NDA)
2017 - FDA issued the first ITCA 650 CRL? (cited manufacturing concerns)
2019 - Intarcia re-submitted ITCA 650 NDA
2020 - FDA issued second ITCA 650 CRL (cited clinical safety and device constituent concerns)
2022 - After dispute resolutions, FDA's CDER proposes to deny Intarcia's public hearing request
2023 - FDA Advisory Board to discuss i20's ITCA-650 scheduled for September 21, 2023

1i2o Therapeutics acquired Intarcia Therapeutic’s assets including ITCA-650
! CRL: Complete Response Letter - issued by FDA to identify NDA deficiencles




Osmotic Pump
(Intarcia)

= FDA alleges that daily variations in drug release
may be responsible for clinical safety signals

+ Larger Device (4mm x 45mm)

+ Insertion using larger 6-gauge needle

MNanoPortal™
(NPM)

* Minimally fluctuating drug release

profile observed in pre-clinical studies
* Smaller Device (2.2mm x 21.5mm)

« Insertion using smaller 11-gauge needle







Primary Objectives: Safety/tolerability assessment and full PK characterization

Secondary Objective: Evaluate change from baseline in glycemic control (HbA1c)

Key Inclusion/Exclusion Criteria Randomize 12 Weeks
+ T2DM and HbA1c 26.5% and <10.0% & #
+ On non-exenatide GLP-1 therapy NPM-119 (N=32. total)

(discontinued upon enrollment) Sentinel Dosing Cohort (N=8)

+ May be taking their GLP-1 in
combination with up to 2 of the
following: metformin, TZD, SGLT-2

inhibitar, or DPP-4 inhibitor Bydureon BCise 2mg/week (N=16, total)
Sentinel Dosing Cohort (N=4)

+ Excluded: SU, insulin

Preliminary Data - First 4 weeks of sentinel dosing cohort (n=132), reviewed by FDA before enrcliment continues
Interim - Full 12 weeks of sentinel dosing cohort (n=12)
Top-Line Data - Full 12 weeks for all patients (n=32)

T2DM: Type 2 Diabetes Mellitus; TZD: Thiazolidinedione; SGLT-2: Saedium-glucose cotransporter-2; DPP-4: Dipeptidyl peptidase 4; SU: Sulfonylurea @




Milestone Status

IND filed to support Ph 2a (LIBERATE-1) clinical study July 14, 2023
FDA provided Clinical Hold letter and CMC deficiencies August 18, 2023

Vivani submitted second Complete Response to Clinical Hold | September 15, 2023
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=8=5-Month NPM-119 Prototype (n=6)
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Condensed Consolidated Statements of Operations (unaudited)

3 Months Ended 6 Months Ended

In Thousands, except Share Data Jun. 30, 2023 Jun. 30, 2022 Jun. 30, 2023 Jun. 30, 2022
Operating expenses;

Research and development, net of grants 3,864 3,203 7,819 5,883

General and administrative 3,139 884 5,785 2,112

Total operating expenses 7,003 4,087 13,604 7,995
Loss from operations (7,003) (4,087) (13,604 (7,995)
Other income (expense), net 477 (16) 760 (33)
Net income/(loss) $ (6,526) $ (4,103) $  (12,844) S (8,028)
Net income/(loss) per common share — basic  $ (0.13) § (0.11) $ (0.25) § (0.22)

Weighted average common shares
outstanding = basic 50,795 36,880 50,748 36,819




Statement - Condensed Consolidated Balance Sheets (unaudited)

In Thousands Jun. 30, 2023 Dec. 31, 2022
ASSETS
Current assets:
Cash and cash equivalents s 32,486 s 45,076
Prepaid expenses and other current assets 3,669 2,452
Total current assets 36,155 47,528
Property and equipment, net 1,142 1,182
Right-of-use assets 10;684 779
Restricted cash 1,366 1,366
Deposits and other assets 260 275
Total assets S 59,607 5 51,130
LIABILITIE S AND STOCKHOLDERS' EQUITY
Current liabilities 5 7,086 S 6,822
Long term operating lease liabilities 20,127 —
Total liabilities 27,213 6,822
Stockholders' equity:
Tetal Commen Stock, APIC & Other Comp Loss 118,024 117,094
Accumulated deficit (85,630) (72,786)

Total liabilities and stockholders’ equity $ 59,607 5 51,130




As June 30, 2023

Equity WAEP* Number of Shares
Common Stock 50,798,799
Stock Options $2.79 6,139,233
RSUs $3.15 402,500
Warrants * $11.13 10,310,543
Fully Diluted Shares 67,651,075

“Winightod Avirege Exercise Price

“Actual warrants fofal 15,437,998 inchiding 7,684,313 for Second Sight which when exercised 3 for 1, convert fo 2,562,608 common shares







