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Item 7.01 Regulation FD Disclosure.

On December 15, 2021, Clene Inc. (the “Company”) released an updated corporate presentation (the “Corporate Presentation”) on its website, www.clene.com. A copy
of the Corporate Presentation is furnished as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference. The Company plans to use its website to
disseminate future updates to the Corporate Presentation and may not file or furnish a Current Report on Form 8-K alerting investors if the Corporate Presentation is updated.

The information furnished in this Item 7.01, including Exhibit 99.1, shall not be deemed to be “filed” for purposes of Section 18 of the Exchange Act of 1934 (the
“Exchange Act”), as amended, or otherwise subject to the liabilities of that section, and shall not be deemed to be incorporated by reference into any filing made by the
Company under the Exchange Act or the Securities Act of 1933, regardless of any general incorporation language in any such filings, except as shall be expressly set forth by
specific reference in such a filing.

Forward-Looking Statements

This Current Report on Form 8-K and the Corporate Presentation may contain forward-looking statements within the meaning of Section 27A of the Securities Act and
Section 21E of the Exchange Act. The forward-looking statements include, but are not limited to, our expectations, hopes, beliefs, intentions, strategies, estimates and
assumptions concerning events and financial trends that may affect our future results of operations or financial condition. In addition, any statements that refer to projections,
forecasts or other characterizations of future events or circumstances, including any underlying assumptions, are forward-looking statements. The words “anticipate,” “believe,”
“contemplate,” “continue,” “could,” “estimate,” “expect,” “intends,” “may,” “might,” “plan,” “possible,” “potential,” “predict,” “project,” “should,” “will,” “would” and similar
expressions may identify forward-looking statements, but the absence of these words does not mean that a statement is not forward-looking. The forward-looking statements are
based on information available as of the date of this report and our management’s current expectations, forecasts and assumptions, and involve a number of judgments, risks and
uncertainties. As a result of a number of known and unknown risks and uncertainties, our actual results and the timing of events may differ materially from those expressed or
implied by these forward-looking statements due to a number of factors. Applicable risks and uncertainties include those related to the possibility that any results of operations
and financial condition of the Company are preliminary and subject to final audit, and the risks listed under the heading “Risk Factors” and elsewhere in our Quarterly Report
on Form 10-Q filed on November 8, 2021 and our Annual Report on Form 10-K filed on March 29, 2021, and our subsequent filings with the U.S. Securities and Exchange
Commission. Accordingly, forward-looking statements should not be relied upon as representing our views as of any subsequent date. We disclaim any obligation to update
forward-looking statements to reflect events or circumstances after the date they were made, whether as a result of new information, future events or otherwise, except as
specifically required under applicable securities laws.
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Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit

Number Exhibit Description

99.1 Corporate Presentation

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.

Clene Inc.

Date: December 16, 2021 By: /s/ Robert Etherington

Robert Etherington
President and Chief Executive Officer
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Forward Looking Statements

This presentation contains "forward-locking statements” within the meaning of the "safe harbor” provisions of the Private Securities
Litigation Reform Act of 1995, Clene's actual results may differ from its expectations, estimates, and projections and consequently, you
should not rely on these forward-looking statements as predictions of future events. Words such as "expect,” "estimate" "project,”
"oudget,” "forecast” "anticipate” "intend” “"plan” “may.” “"will" “could,” "should" "believes” "predicts” "potential” "might" and
"continues," and similar expressions are intended to identify such forward-looking statements. These forward-looking statements
involve significant known and unknown risks and uncertainties, many of which are beyond Clene's control and could cause actual
results to differ materially and adversely from expected rasults. Factors that may cause such differences include Clene's ability to
demonstrate the efficacy and safety of its drug candidates; the clinical results for its drug candidates, which may not support further
developrment ar marketing approval; actions of regulatory agencies, which may affect the initiation, timing and progress of clinical trials
and marketing approval, Clene’s ability to achieve commercial success for its marketed products and drug candidates, if approved;
Clene’s ability to obtain and maintain protection of intellectual property for its technology and drugs; Clene’s reliance on third parties to
conduct drug development, manufacturing and other services; Clene's limited cperating history and its ability to obtain additional
funding for operations and to complete the licensing or development and commercialization of its drug candidates; the impact of the
COVID-19 pandemic on Clene's clinical development, commercial and other cperations, as well as those risks more fully discussed in the
section the secticn entitled "Risk Factors” in Cleng's recently filed Quarterly Report on Form 10-Q (filed Nowvember 8, 2021), as well as
discussions of potential risks, uncertainties, and other important factors in Clene's subseguent filings with the U.S. Securities and
Exchange Commission. Clene undertakes no obligation to release publicly any updates or revisions to any forward-looking staternents
to reflect any change in its expectations or any change in events, conditions or circumstances on which any such statement is based,
subject to applicable law. All information in this presentation is as of the date of presented or the date made publicly available. The
information contained in any website referenced herein is not, and shall not be deemed to be, part of or incorporated into this
presentation.
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CLENE | Overview

CNM-AU8®
a gold nanocrystal
suspension, in
development as
the first cellular
energetic catalyst
to remyelinate' &
neuroprotect

patient years of
CNM-AuB clinical
exposure

Registration
Trial

Topline data in

2H 2022*

Manufacturing
expansion in
progress,
preparing for
possible
commercialization

in 2023

Strong IP:

15@

patents on
Clean-Surface-
MNanocrystal
technology (CSN*)
platform
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CLENE

MNANOTHERAPEUTIC

<D

CNM-AuB®

Gold Nanoorystal
Suspension

| CNM-Znag
[zinc-silver]
| CNM-AgZNn17
isilver-zine gal)

| CNM-PLAUT
iplatinum-gold)

Pipeline

INDICATION

Amyotrophic
Lateral
Sclerosis

ALS Expanded
ACCEES

B ple
Sclerasis

Parkinson's
Disease

Anti-viral
Anti-bacterial

Weund Healing,
Burn Treatment

| dncolagy

RESEARCH PRECLINICAL IMD FILING PHASE 1

Healey ALS Platform Trial

Harvard MGH (Registration Trial)
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PHASE 3

ANTICIPATED RESULTS

2H 2022
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ONGOING

1H 2023*%
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TH 2024
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Neurons With High Energetic Demand Are At Increased
Risk For Neurodegenerative Disease

Brain Energy Potential Declines With

Normal Aging

~0.5% NAD*/NADH unit decline per decade
(-0.13 mY units per year by IP-MRS Imaging)
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Closed sguares = averaged data by age group: 21-28 yrs, 23-36

wrs, and 5968 yrs old, Open squares= individual subject values

Specific Neuronal Populations Are Vulnerable to
Energetic Failure

PARKINSON'S DISEASE
Dopaminergic Neurons

MULTIPLE
SCLEROSIS
Axonal

FRONTOTEMPORAL Degeneration

DEMENTIA
Spindle Meurons

HUNTINGTON'S DISEASE
Madium Spiny Meurons

AMYOTROPHIC
LATERAL SCLEROSIS
Maotor Meurons
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CNM-AuU8® | Catalytically-Active Nanocrystals

Intersection of Physics and Biology

CNM-Aus8 Clean Surfaced, Highly
Nanocrystal Faceted Shape Enhances
Catalytic Activity

Electron Sharing
Drives Catalytic
Activity

Vertices, Edges, &
Facets Key to
Catalytic Activity

> 100 Trillion
Manocrystals per 60 mL
Dose (At 30mg)

CNM-Aug

Catalytically Active
MNanocrystal Suspension

60 mL per bottle

(once daily)

13 cLene




CNM-AuU8 | Improves Energy Production to
Promote Neuroprotection and Remyelination

CNM-Aus Mechanistic Improved Energy Promotes
Nanocrystal Effects Production and Neuroprotection and
Utilization Remyelination

o

.

f  Increased NAD

1 Increased ATP

E] D ' Remyelination
Damaged Healthy

HMeurcn Neuron

Increased
energetic potential

Improved resistance to
oxidative, mitochondrial,
and excitotoxic stressors
| Decreased reactive

oxygen species

‘ Increased proteostasis
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CNM-AuS8 | Significant Global Opportunity

ff ﬁf *, MOTOR NEURON DISEASE g{? MULTIPLE SCLEROSIS lf\ PARKINSON'’S DISEASE

|
/ (ALS, Other Orphan Disorders) -2.2M pts globally; $23B market* [~ | / -6.TM pts globally; $6B projected by 2026*

R —__*

ALS sales >31B glokally by 2029 Current Only approved treatments are 2M0 most comman neurodegenarativa

drugs are largely ineffactive, mostly genaric imraunamodulators disorder; only symptomatic treatments
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CNM-AuUS8 | Preclinical Evidence for Energetic Improvement
Therapeutic Activity Across Remyelination + Neuroprotection Models

REMYELINATION' - | NEUROPROTECTION?

S & & & &
Focal Spinal Cord Perinatal Myelin MNeuroprotection: MNeuroprotection: MNeuroprotection:
Remyelination Injury Motor Neuron Dopaminergic Other

&
Chronic Global

Cerebral Palsy stect PD Meurotoxin Hippocampal Neuron
Remyelination Glutamat
Ex Vivo r o Excitotoxicity /n

Lysolecithin Focal
Remyelination (1)

Cortical Neuron
Glutamate
Excitotoxicity /

Lysolecithin Focal

Remyelination (I}

Robinson et al,
Sci Rep. 2020 REPORTS
Feb 11 romrTEsE

OFER Manocatalytic activity of clean-
surfaced, faceted nanocrystalline
gold enhances remyelination in
animal meodels of multiple sclerosis
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CNM-Au8 | Neuroprotection & Remyelination

Phase 2 and Phase 3 Clinical Trials

Disease Clinical Trials Key Findings

; ! ' I Evidence of CNM-AuB
RESCUEALS Fhase2 ] | treatment effect on ALS
| | i i disease progression

Amyotrophic
Lateral
Sclerosis (ALS)

] |
HEALEY ALS . =
Platform Trial | *

Ongoing

i i | Established brain target
i 1 i i engagement & safety

Parkinsons Fhase 2 tarmet engagement
Disease (PD)

Planned: Demonstrate

CUEF[ Phasez
RESCUEFT il Disease Modification

Ongoing
Multiple
Sclerosis (MS)
Established brain target
engagement & safety

Phasa 2 targat engagement

Q3 2021 Q4 2021 12022 Q22022 Q3 2022+

n e e o2
Crate on Fila, Clene Manommdicing, ine,




CNM-AuS8 | Safety Summary

Clean Toxicology
Findings

All Animal Toxicology
Studies Resulted in
No-Adverse Effect Level
(NOAEL) Findings

Well Tolerated
Adverse Event (AE) Profile

( Assessed
as Predominantly Mild-to-
Moderate Severity and
Transient

Patient Exposure
Across PD, MS, & ALS

| Over 270 Years of Subject '
Exposure Without Any
Safety Signals

* Multiple species up to 9-months
treatment

* Up to maximum feasible dosing
without any toxicology findings
related to CNM-Au8

* No related CNM-Au8 AEs leading
to discontinuation of treatment

* No SAEs related to CNM-Aug
considered severe, life-
threatening, or resulting in death

* Long-term dosing experience
up to 115 weeks

Crate on File, Clese Manommdicing, ine,
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‘@PE;T:);FPD CNM-AuU8 Effects on Brain Energetic Metabolites

A Phase 2, Open Label, Sequential Group, Investigator Blinded Study of Magnetic Resonance

G? RepaWMS Spectroscopy ("P-MRS) to Assess the Effects of CNM-Au8 for the Bicenergetic Improvement
of Impaired Neuronal Redox State (REPAIR)
% RepairPD | screening DO Week 4 Week 8 Week 12+ EOS
Early . 4-6 weeks .
pariinsons | O O O O O O
D
42 to-1 t t t t t
_.. : Baseline Visit Wisit Visit Visit Visit
e Re alr MS Assessments Safety Safety End of Treatment Foltow-up
Stabl Hp-MRS Scan Assessment Assessment HP-MRS Scan FP-pMRS Scan
Relap:i n; MS Dispense Drug Dispense Drug Dispense Drug (REPAIR-MS)
20 - Difference in brain NAD* and NADH
Change in Brain fraction at Week 12 (End of Treatment)
1° Bloenergﬁt'c Potential 2 | - Difference in bioenergetic metabolites
(NAD "{NA_DH) o (e.g., ATP, NAD) concentration at Week
vs. Baseline o 12 -16
92
& 3 Q| - Difference in brain membrane markers
il b ol o i | (PE, PC, etc.) at Week 12 - 16
(7.5, 15, 30, or 60 mg)
et 2 cLene
12 " ® ¥ - st
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Phase 2 Results CNM-Au8 Improves Brain Energy Metabolism

‘@Repair o
3 Repair Increases NAD+/NADH Ratio in MS & PD

1° Endpoint 2° Endpoint Exploratory
(ATP Normalization)
h 8 o
: ) _ REPAIR Integrated Analysis REPAIR Integrated Analysis
#Ip.MRS Change in Brain NAD*/MADH Ratio at End of Treatmant S1p-MRS Average Change in Brain NAD {% Fraction) MP.MRS Change In [-ATP at End of Treatment

Partal Volume Col; Ratio of BADMNADH (% Fraclicn of MAD"! % Fraction MADH)
Primary Endpoint, Mean = SEM (Paired tlest)

Full oluma Coil 3'P Signal Araa (ntegral)

Fartial Violume Col; % Fraction of NAD* and MADH i
Exploratoey Endpoint. Perant (%) Changa vs. Baselng Value

Secondary Endpoint, bean = SEM [Paired test)

LE 0.02 - 50 =
Mean change = 0.5891 {10.4%) B 0.0003 (+1.1%)
p= 00371 - — Regression (Al
; 004 A 02 " L A REPAIR-PD, n=13
it 2 " £, B & REPARMS, n=11
4 s 5 \
2 i g i el o
= e £ e
Z .E Eoom EE 04— T ¥ 2N T
‘ & 5& 0.5 or fﬁ* : 11
g i % 75 A TN
5 £ AN
0,01 5
: 53 s S
:
= -0.0083 (5.1%) f= 071
2 . T 002 : : & p= <0001
Bassding Wh1Z+ (End of Tx) = Basaline Peak Area
MADNADH WADYINADH c"::g"“ c";},'ﬁ“ [Cancardrmlion)
Ps Fats, % Fraction % Fraction
n= 24 n= 24
n=24 n=24

NAD is an essential molecule responsible for cellular energy production
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Phase 2 Randomized, Double-Blind, Placebo-Controlled Study in
“ RESCU EA LS Early Symptomatic Amyotrophic Lateral Sclerosis Patients
".‘ on Stable Background Therapy to Assess Bioenergetic
Catalysis with CNM-Au8 to Slow Disease Progression in ALS

36-Week Treatment Period (n=42) 30mg, Placebe

SCREENING (January 2020)%; FPFY 18-Jan-2020; 45 of 42 enrolled (Nov-20200

Weak & Week 12 Waalk 18 Waek 24 Wieek 30 Week 36 Waek 42 Vieek 48 Weak 54 Weak 60 Weak 66 Weak 72 Week T8
———0 O O O———0 O O O O O O
Day B WEEKS T
-Fta-1 5
EOS
: ; Cpen Label Extension
J— O ®, ) e L L R -

Phone callz ot Weeks 3, 6, 18, 30

Neurophysiology W Pulmonary Function Function & QoL Disease Progression

MIUN X Forced Vital Capacity ALSFRS-R, ALSSQOL-5F & Survival

! Sty wes powened far MUNDE prirary endpaint

Mg et gl BMJ Coen, 2031 Jan 1IN0 xe0d i 79 Data on File, Clane Manamedicing, Ind.




£ RESCUE/ LS | Pioneered Use of MUNIX Biomarker

Primary Endpoint: Spinal Cord Lower Motor Neuron Protection

Bulbar Onset
ALS
(Erainstem)

: . \
MUNIX biomarker estimates the | Bk ERdRaTE
number of functioning lower motor ‘ Spinal Cord
Lower Motor Neuron

| neurons serving specific muscles | Motor Unit Index
J (MUNIX) Sum

Limb Onset
ALS
(Spinal Cord)

e

NMOtOF Biceps
W euron brachii

+

Abpductor
Pallicis
Brevis
+
Abductor
Digiti
Minirmi

Motor 2o 4

Spinal Cord Units

+

Tikzialis
Anterior A
— Pl

Muscle Fibers

/18
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b:. RESCUEL| S | Evidence for Motor Neuron Protection

Primary Endpoint (MUNIX %, LS Mean Change)

All Randomized All Placebo
MUNIX{4] Sum Percent Changs from Baseline Limited Rate of MUNIX Decline in Bulbar Onset
RESCUE-ALS Primary Endpoint )
: MUNIX(4) Sum Percent Change from Baseline
Mixed Model Repeat hrsa:ﬂu&:n{glremﬂaﬂon, All Randamized) RESCUE-ALS: Placebo Rale of Progression
Observed Values {Limb Onssat ws. Bulbar Onset)
20 (Mean = SEM)
= 125+
Z Werk-12 LS Wetk-24 LS Wetk-38 LS
i e Mean Mian = -
g 2z
g— i gm' ’,,»'f.\
g ©
= & o -~ .,
E;‘ BT 100 Ty = !
g E= B -,
£E x=] B -
o5 a0 £3 £ | Bulbar
; ¢ 184 (Sl 05374 = 2 o
B 006 631 -10.9, 21.5) & e
z : . &2 75 e
EZ p= N2 £x e
35 -
:,3_: 40 @ § s
g: 770k 18,275 3 3 Limb
3 & B CHM-AUE 3rmg . B ol * Piacese: Limb Onsat, n=17
£ Plecebo =2 —%- Placene: Bulbar Orasat, n=b
-G0 T T T
12 24 a6 T T 1
Wacks o 12 24 36
{Post-Randomizstion) Weeks
Aclive, n = 21 21 20 R ; f NCoen\zagon)
Pt~ .28 18 16 Insufficient Spinal Cord Lower Motor Neuron
P b i S R e Progression in Early Bulbar Trial Participants

treatment by visit interaction as fied effects, and basakne value and ENCALS
v ' soore a5 covariales. An unstructured covarzance model was used. C Len e
— 17 ) TR . . iy

RESCIUIE-ALS: & Phase 2, rancomized. doubie-blind. placsno-cantralisd stughy of SRM-408 to slow diseass progressian in LS. MHDG Viros Symaosium, 2021 Gata on File, Slene Nanamedicine, inc




g% RESCUELLS | MUNIX Biomarker Efficacy in Limb Onset
Primary Endpoint (MUNIX %, LS Mean Change, Limb Onset Subset)

Pre-specified: Limb Onset

5 i MUNIX(4) Sum Percent Change from Baseline
Spinal Cord RESCUE-ALS Primary Endpoint
Lower Motor Neuron Mixed Mode! Repeat Miumrgﬂ'l'_l;'opéurl:gon. Limb Cnset Subset)
Motor Unit Index
(MUNIX) Sum E-E Wta:‘thS w.:ﬁtﬁm
B e
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Anterior Active, n = 14 15 14
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p::q RESCUE/| S | Significant Impact on ALSFRS-R Decline

Exploratory (ALSFRS-R Responder Analysis, < 6-point decline) s amosene
[Proparbonmth < & poisd dackng)
RESCUE-ALS Exriorancey Eradpoinl {Posf Hoc)

All Randomized ITT Poguiitin, Bubar Ol Sutsid

ALSFRS-R 6-point Decline Responder
(Proportion with < 6 point dacline)

RESCUE-ALS Exploratory Endpoint g
ITT Population, All Randomized All i
. o Bulbar  §
E 3
v |
2 B
&0 L
E p= 0.0350 Z
i
K &
£ 404 wr
H i
£
. |
All H
Li s
2 imb ;
o= T T T E
12 24 35
Wooks 5 GNM-AU8 30mg — E
{Post-Randomization) =3 Placebe
Active, n =23 P-value is basad on a Chi-
Placebo, n =22 Square test P, 11 17
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g. RESCUELLS | Significant Quality of Life Improvement

Exploratory (ALS Specific QOL-SF)

All Randomized

ALS Specific Quality of Life-5hort Form Total Score
RESCUE-ALS Exploratory Endpoint
Mixed Model Repeat Measure {ITT Population, All Randomized)

LS Mean Diffzrence
0.5
Wonk-12 LS Week-24 LS Wenk-36 LS
Meaan Mean Mean
0.0

ALS Specific Quality of Life-Short Form
Tatal Score Change (LS hean)

0.5+
08 (Cl-0.2,1.3)
1.0 pE0.1363
0.9(0.2, 1.6}
k-
s [0 CHM-AUE 30mg e 00177
[ Placeba
T T T
12 24 £
Weeks
[Post-Randomization)
Active,n= 23 23 2
Plagebo, n= 21 20 18
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‘p:.'. RESCUE/L S| Significant Impact on ALS Disease Progression

Percent Event Free
{Disease Progression)

Exploratory Endpoint (Disease Progression)

ALS Disease Progression’
RESCUE-ALS Exploratory Endpoint
ITT Population, All Randomized
{(Kaplan-Meier Estimate, Percent Event Free, = 95% CI)

“"“-q_. — b
,____“1“ S Y |
. p= 00125
‘\"“\
50
\._\‘.\“
TALS Disease Progression defined as: \'\\
A
* Death, or T
3
= Tracheostormy, or Y
*  Non-invasive ventilation, or -~ CNM-Aul E.ﬂmg, n=23
*  Gastrostomy tube =% Placebo, n=22
1] T T
o 12 24 36
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(Fost-Randomization)

Sensitivity
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All
Limlk»
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Joint Rank | Survival & Disease Progression

Summated Scoring Example

Score patients based
on relative function or

time of death

Belter function or .

died later than
comgarnsan

Same function or
died at the same
Lirme a5 campariscn

| Worse function or
died befare
comparisan subject

Subject A

15 point functional

decrease

Score
_' 5
-5
_t .
-0
— 4 -
n
-20

+1

Died in 10 months

Died in 1 menth Score: |

 — +1 -
Summated | 4

Score: Repeat
for each patient

Subject B

5 point functional
decrease

r)

!

20

_. .

Died in 10 months

+1

I +1
Summated

Died in 1 month Score:

+5

» CLENe

LI I

! Berry et al Aryciroph Lateral Scler Fronbotemporal Degerar, 2013 Aprl4(3x62-3,




g‘., RESCUE/LS | Impact on Joint Rank Score to Wk36
Post Hoc (Combined Assessment of (i) Survival, (i) King's Clinical Stage 4, (iii) ALSFRS-R)

By Average of Summated Scores

= Joint-Rank of Survival, King's Clinical Stage 4, and ALSFRS-R Change
// 0\ RESCUE-ALS Post Hoc Endpaint
ANCOVA Model (ITT Populatian, All Randomized)

| J Survival Week 36 LS Mean Diflerence
\\._ ot )8 oy 18.4(Cl: 5.7, 31.1)
= p =0.0055
4 / \ .
8 () || Non-Invasive 3
@ | PR
s | P Ventilation 5
g b £
s S
- | | | Gastrostomy g=
2 ) Tube § s
X 2
= 2 94

{ %’ | ALSFRS-R 5 . .
! Decline CNM-Aus 30 mg Placeho
\/ At n=2E I CNM-AUE 30 mg
Placedo, no= 22 £ Flacebo
P-value is based on ANCOW model with baseline ENCALS score as a covariate.

Changs in ALSFRS-R total scone, date of non-invasive ventilation or gastrostomy,
and date of death were combined 1o determine the joint-rank score. ! C Le n e

* Data on File, Clene Manomeadicire, e




£ 4 RESCUE

Exploratory Endpo

Probability of Survival

n=

' Potential Impact on Survival

int (Observed Survival vs, Median Predicted)

Observed Survival vs. ENCALS Predicted Median Survival
RESCUE-ALS Exploratory Endpaoint
ITT Population, All Randomized

100 = q
L 1L
90 TN
Start of b o
80— Long-Term
Crpen Label
Extension
T+
60
50+
40 - RESCUE-ALS.Obsarved
— EMCALS.Pradicted {Median Est)
30 T T T T
1] 24 48 72 96
Weeks
{Post-Randomization)
45 43 35 24

All obsarvations censorad as of 22-November-2021, Participants who did not fransition info
the long-term open label extension (n=5) are censored at the safety follow-up wisit.

Ohserved Survival

EMCALS Predicted
Median Survival

i 34 :

Crate on File, Cleéne Manomadicing, e,

B cLene
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b:. RESCUEALS | Well Tolerated & No Safety Signals

Safety Summary

* No CNM-AuUS8 related serious adverse events (SAEs)
* No CNM-AuS8 related drug discontinuations

* No imbalances in treatment emergent adverse event (TEAES)
by system organ class

* TEAEs were predominantly mild-to-moderate and transient

* Most common TEAEs associated with CNM-Au8
(aspiration pneumonia, N=3; nausea, n=2; abdominal discomfort, n=2)

{ 25 | . ‘!CLene
2 ! Data Clene Manomedicine, inc HANCMEDICIN




Phase 3 . . .
A Multi-center, Randomized Double-Blind, Placebo-Controlled
inical Trial Assessing the Efficacy, Safety, Tolerability,
HEALEY ALS Clinical Trial A ing the Effi Safety, Tolerabili
Platform Trial Pharmacokinetics, and Pharmacodynamics of CNM-Au8 in
Participants with Amyotrophic Lateral Sclerosis

Registration Study: 24-Week Treatment Period (31 randomization, 120 active [30mg, 60mg]: 40 placebao)

SCREENING (July zozo)

¥ Wieek B Wk 12 Wleak 18 Witk Fie Wik 30 Wik 38 Wank 42 Waek 48 Wizizk 54 Wik G50 Wik 68 Week 72 Week 78
o CO———0 o O O o O O O —0 o oO——9
Day 6 WEEKS ry
Regimen A (-0 ¥ End of stucy or Open Label Extansion (up to 52 weeks) i
2 . na or stu ar 2n Labal ExXtension (UR To WoaKSs
— *: C C ] o- -------- Y =ak -D- -------------- p— ----------------------------------- ——
Regimen B =is03 M R TR T - i N RN S [ty S s (5~ SO T
; ultiple Independent Regimens with Pooled Placebo
_— £ c C I O— ——————————————————————— etk bl R B i b io LS o b o SR SN WS L b
Regimen C (CNM-AUB) (n=1500
I el D SR, SS9 [PPSR (R Y PR SR Sy SRR S -
Regimen D w=1s0:
—'-43 C . C (9 O— ——————————————————————————————————————————————————————————————— -

Fhone caliz at Waeks 2, 12, 20

Exploratory Endpoints

Slow Vital Capacity

Cha nge in * Combined Joint Rank Anticipated full
E =8 Hand-Held Dynamometr (Survival + ALSFRS-R) ;
1 ALSFRS-R 2 y y - Volca pathslogy unblinded data
Survival - PRO (ALSAG) readout: 2H 2022

* Pharmacodynamic markers

=t ... . . ppClene




Phase 2 Treatment of Visual Pathway Deficits In Chronic Optic

@YLS_lONARY'MS Neuropathy for Assessment of Remyelination in Non-Active
INJINZ sov  Relapsing MS

' WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK
Sy b W 12 18 24 30 36 42
rn Y r
OoO—++—0-o0 & O & O & O o
Day EOS
42 to -1
24-Week Blinded Fixed Treatment Period Up to 24-Week Blinded Extension Period cuntil LPLV 24wk Visit)
FPFV @ B - e >
L S el o e e e e e ¥
= B e e e i e >
& L e LR, >
o @ ---mmmmmmmmemomeoooool >
Up to 48-Week Placebo-Control = - - s “::'::::3
2:1 Randomization (Active: Placebo ® R 5
15mg, 30mg, Placebo (n=150) LPFV @ ® LPLYV
Exploratory Endpoints
Change in Low B + Optical Coherence Tomegraphy (OCT)
Contrast Letter Ch?nge CO[TIPOSItE + Multi-focal VEP Amplitude & Latency Anticipated top-line
Acuity (LCLA) Clinical Response . Full field-VEP Amplitude & Latency e
cuity 9HPT / SDMT / T25FW / LCLA / EDSS + MRI Endpoints -
At Week 24 + Visual Function (High Contrast) TH 2023

+ QOL / EDSS

(#) - ... Bgiene




Measuring MS Functional Improvement

The Visual System is a
Window into the Brain

Dptic
Nerve (ON)

Lesion ,L‘

Thalamus

- SRZKD - G
-— O KQHNR -
3 i o~
-'3' Il ﬂ:
\ »

MS Functional Endpoints

Phase 2 Exploratory:
Neuroprotection/Remyelination Endpoints

LCLA

Phase 2 Primary:
Functicnal Visual Improvement

LELA Correlabes with clinically
meaningful deficits in GOL, EDSS
and MSFC, MRI, and OCT

Timed 25-Ft Walk

25 Feet

B LS

Baloar at fa. Mult Ecler. 2017 Apr23(5)754-T47, dob ¥ON77 155245851 TE30E22




Phase 2

Significant Clinical Improvement Across Study
@VISIONARY-MS

Population Over 48-Weeks

Primary Endpoint; LCLA (Best-Corrected) & Secondary Endpoint; (mMSFC

LCLA (All Eyes) Average Z-Score (vs. Mild EDSS =1.5) 2° - {m)MSFC (m)MSFC 6-Component Average Z-Score
23-August-2021 Data Cut, Preliminary Blinded Data 23-August-2021 Data Cut, Preliminary Blinded Data
(vs, ‘Mild” EDSS [=1.5]; Mean = SEM) (vs. ‘Mild" EDSS [=1.5]; Mean = SEM)
Miced-Effects Model, p = <0.0001 g 025 Mired-Effacts Model, p = <0.0001
050
,E & 0.5 _|_ J n T I T
E‘. E 2 __!‘_’ nm ikt it L it i b
] § J— g l l
i °E 48
= W 0D, JYSTRR— S ST =
25 i
: i, 1
34 T Fd oo
i 4 p.25 I =
050 T T T T T -0.50 T T T T T
BL Wiz Wizd Wi3s Whas BL wk12 W24 Wk3E Whkas
Eyes,n= 124 120 110 102 Ba n= &§ BB BB 2 a4
Z-Score Change Based on EDSS ‘Mild' Severity (e.g., BL Low EDSS [=1.5]) = Z-Score Changs Based an EDSS 'Mild' Severity (2.9, BL Low EDSS [=1.5])

All Subjects with at lzast 4 of & (m)MSFC Domains by Completed Subject Visit,

Al Availabie Values by Campleted Subject Visit
by y ! {MIMSFC domains include LCLA (ODVSD), SHPT (DIND), T25FW, SOMT.

Mixed Effects Model, Dunnett's test for multpscity;
* e 05, T pl0, T pe001, T ped 0001

Mixed Effects Model, Dunnetl's test for mulliplicaty;
* e, 05, 77 peeQ,01, 7 0,00, 7 pee L0001

! Glanzman at al, VISIOMARY,

M5 Undate to a Fhase 2 clinical trial of catalytic gels

3 nanocrystals, CHM-Au8; ECTRIMS

202

te Breaking Mews ePo

®s r 5

ster, Oohobar 12, 2021
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Strong Intellectual Property

Extensive Patent Portfolio With Protection Through 2035 & & Proprietary Trade Secrets;

Plus 7-year Orphan Drug Designation
Patent Status ©

Process And
Method/Device

{Clean Surface; Gold CSH)

Issued & Allowed
Patents
150+

CS No StEtgcﬁLﬁlatter

Pending
Clean surface Applications
nanocrystal (CSN) ~20
therapeutics

Method of Use

(Prevent Demyelination & Moa)

Total Patents/

Applications
>170 Method of Use

(Bi-Metallic Au/Pt; Antimicrabial)

Patent Description

AWWith Patent Restaraton Term {(&3suming S-year extensicn & Az of 30-Seabembar-2021,

Trade Secrets

Plasma
Conditioning

Electrode Design
& Cycling

Trough Flow,
Temp, Pressure

Concentration &
Filtration

... . pClene

HANOMEDICIME




Clene | Proprietary Nanocrystal Manufacturing

In-House ISO8 Clean Room Clinical Production in Maryland

Designed to be Scalable to Commercialization rﬂ

Patented
Hydro-electro-
Crystallization

Proprietary Trade
Secrets

Validated CMC
Processes




Anticipated Timeline & Upcoming Milestones
2020- 2023

PIPE $8.3M

2021 2022 2023
| H | 2H | H 2H | 1H 2H 3
{ Au Amyotrophic RESCUEALS Prasez B \|:.~.|.-.Q. i
Lateral i _ !
ACISRECLS) | e - 5D

FepairPD Fhaeltmget mgagenent | JNIEE ’

Parkinsons

Disease (PD) s
SCUEPD  Phase2

Multiple
Sclerosis (MS)

BepairMS Fiss 2 targe eagapaneal

Anti-Viral
Anti-Bacterial

4 - COMPLETED

=i ... . . ppClene
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CLENE | Company Highlights

. * Potential first-in-class nanotherapeutic with high catalytic activity to drive
Nanotherapeutics energy production and utilization in stressed CNS cells
Platform

* Applications across neuroclogy, infectious disease, and oncology

A

&

* CNM-Au8 improves cellular energy production and utilization to promote
Lead Asset: neuroprotection and remyelination
CNM-Aus8 for * Phase 2 ALS proof-of-concept evidence of efficacy across clinical endpoints
Neurorepair * Phase 3 Healey ALS platform trial results expected in 2H 2022

\" Phase 2 VISIONARY-MS in multiple sclerosis underway

-

St E ti * Proprietary electrochemical manufacturing process produces
rong xec_u on nanotherapeutics, scalable to commercialization
Capabilities

* Strong IP, including 150+ granted patents, and trade secrets

== ... . . ppClene
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