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SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, DC 20549
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CURRENT REPORT PURSUANT
TO SECTION 13 OR 15(D) OF THE
SECURITIES EXCHANGE ACT OF 1934

Date of report (Date of earliest event reported): September 23, 2022

VIVANI MEDICAL, INC.
(Exact name of registrant as specified in its charter)
California 001-36747 02-0692322
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5858 Horton Street, Suite 280
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Registrant’s telephone number, including area code: (818) 833-5000
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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions:
O Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
O Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
O Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
O Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

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

Title of each class Trading Symbol(s) Name of each exchange on which registered
Common Stock VANI Nasdaq Capital Market
Warrants VANIW

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

Emerging growth company [

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




ITEM 7.01. REGULATION FD DISCLOSURE

Vivani Medical, Inc. (“Vivani” or the “Company”), will make presentations at investment conferences (“Conferences”). A copy of a slide presentation that Adam
Mendelsohn, Chief Executive Officer, Brigid Makes, Chief Financial Officer, and Don Dwyer, Chief Business Officer, intend to use (the “Presentation Materials”) during the
Conferences is attached to this Current Report on Form 8-K as Exhibit 99.1, and is incorporated by reference herein. The Presentation Materials speak as of the date of this
Current Report on Form 8-K. While Vivani may elect to update the Presentation Materials in the future or reflect events and circumstances occurring or existing after the date of
this Current Report on Form 8-K, Vivani specifically disclaims any obligation to do so. 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
Exhibit No. Description

99.1 Presentation Materials dated September 23, 2022.

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 23, 2022 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 )

( 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?

= 5 months of in vivo pre-clinical verification;
6-month product candidate in development

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

+ ~354M raised pre-merger from investors
including AstraZeneca




World-wide Sales ($Billions)

0
2013 2014 20135

* Evaluate Pharma 08 June 2021

GLP-1 Market Opportunity*

Expected 2026

2016 2017 2018 2018 2020 2021 2022 2023

2024

2025
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Real-World Adherence of Select Drugs

100%

T75%

50%
Al .
0%

JBnuvia Trulicity  Invokana NPM-119*

Real-world Adherence

DPP<4 inhibitors,  GLP-1weekly HELT-2 GLP-1
daily pills injactions daily pills implant avery
Poidonsky at al 2016 Modyetal , 218 Caiglal 2017 Gmanihs

* NPM-119 designed to enable 100% adherence. @




Drug - ] Drug
Sibetanis Administration Produtt
exenatide Weekly =

(GLP-1 Receptor Agonist) Injection BYDUREUN
dulaglutide  Weeky @ e
(GLP-1 Receptor Agonist) Injection tru Ucity
weekty  QVZEMIPIC
¥ njection 1
semaglutide J semaglutide infectionse
(GLP-1 Receptor Agonist) Daily quELsusR
Fill semagiutive tablets
exenatide &-Manth
(GLP-1 Racaptor Agonist) Implant NPM-11 9*




Intarcia’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 850 deal with Servier (excluding US+ Japan) $171M up-front, $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 850 NDA

2020 - FDA issued second ITCA 650 CRL (cited clinical safety and device constituent concerns)
2022 — After multiple dispute resolution actions, FDA denied Intarcia’s request for public hearing

* CRL: Complete Response Letter — issued by FDA to identify NDA deficiencies




Osmotic Pump NanoPortal™
(Intarcia) (NPM)

« FDA has concerns about daily variations « Minimally fluctuating release profile
in release observed in pre-clinical studies
« Larger Device (4mm x 45mm}) + Smaller Device (2.2mm x 21.5mm)

+ Insertion using larger 6-gauge needle + Insertion using smaller 11-gauge needle
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Primary Objectives: Safety/tolerability assessment and full PK characterization

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

Randomize 12 Weeks
Key Inclusion/ Exclusion Criteria #

+ T2DM and HbA1c 26.5% and <10.0%

* On non-exenatide GLP-1 therapy —— NEM-119 Low Dose (N=20)

(discontinued upon enroliment)

* May be taking their GLP-1 in
combination with up to 2 of the NPM-119 High Dose (N=20)
following: metformin, TZD, SGLT-2
inhibitor, or DPP-4 inhibitor

+ Excluded: 8U, insulin

Bydureon BCise 2mg/week (N=20)

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




Milestone

FDA Pre-IND Meeting

402022 / 102023

File IND to support Ph 2 (LIBERATE-1) clinical study
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+ Initial clinical pilot study at UCLA and Baylor
College of Medicine; 3-year data encouraging

+ Confirming regulatory pathway with FDA

+ Patient Preference Study —Part one —informs
potential adoption; encouraging results obtained

+ Patient Preference Study —Part two —defines
safety endpoints for approval; in preparation

+ Market Access, Reimbursement and Long-term
Support Programs critical for long-term success

* New Leadership Team is developing strategic
options for advancing Orion Il
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Historical Pro forma Pro forma
1% in 000s) Second Sight NPM adjustmemnts combined
For the six months ended fune 20, 2023
Net sales 5 = 5 o 3 i 5 .
Cost of zalas - -
Gross profit - -
Total operating expenses 5345 7,505 11,6151 11,725
Loss from operations s {5,345} - [7,8895) 3 1615 § {11,725}
Lass per share on a pro forma basis 5 (0.23)
For the ended December 2022
Net sales s = s = 5 - 5 =
Grass profit 130 130
Total operating expenses 8,063 13,323 2,154 24,540
Loss from operations 5 {8,933] g 113323 S 12.154] S [22210)
Loss per share on 2 pro forma basis 5 (0.55)

{The unaudited pro forma condensed combined financiol information was denived from, and showld be read in conjunction with,
the Exhibit 33,3 included in Form 8-K filed with the SEC an September 2, 2022)




(4 in 000s)

For the Period ending June 30, 2022

Assets

Cash and cash equivalents

Other assets
Total assets

Liabilities and Stockholders' equity

Current liabilities

SAFE

Long-term liabilities
Total liabilities

Stockholders’ Equity

Common stock and APIC.
Other comprehensive incorme

Accumulated deficit
Tatal equity

Total liabilities and equity

Combined

Second Shght NP Merger pro forma
Histarlcal Historical dj as ad]usted
5 56,377 & 3,450 (624§ 58,203
8272 2,967 ooy " 4238
s 65,649 5 6,417 (9,624) 3 62,442
5 2,591 § 2,905 984y 5 4512
- 8,000 {8,000 -
z 328 & E
2,591 11,233 13,984) 4,840
397,355 62,108 (240,080) 119,384
(424) . 424 -
(333.873) (56, 925) 339,016 161,752)
63,058 14,816) [640) 57 602
5 65649 S 6,417 ®.624) S 62,442

{The unoudited pro forma condensed combined finoncial information was derived from, and should be read in conjunction with, the
Exhibit 93.3 incleded in Form 8-K filed with the SEC on September 2, 2022)




As of August 30, 2022

VIVANI MEDICAL,INC

Capitalization Table
Total Shares,
Options ~ Comman Options &
Mame Commeon (CG5) | Outstanding (1) Warrants (2] Warrants.
Total Shares Outstanding 50,726,329 4,609,642 10,310,539 65,646,510
Total Restricted Shares [Locked-
up 180 Days) 21,942,231 2,214,7H 9,310,573 33,467,595
Unrestricted Shares 28,784,098 2,394,860 949 966 32,178,915
% Total Restricted Shares 43.3% 48.0%; 90, 3% 51.0%

{#) TO5K outstanding stock options unvested

{2) 2.564M Common Warrants underwater and expire March 2024,







