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Item 7.01 Regulation FD Disclosure.

In connection with the press release discussed under Item 8.01 in this Current Report on Form 8-K, on September 25, 2023, Clene Inc. (the “Company”)
released an updated corporate presentation (the “Corporate Presentation”) on its website, invest.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 Securities 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, as amended, regardless of any general incorporation
language in any such filings, except as shall be expressly set forth by specific reference in such a filing.

Item 8.01 Other Events.
On September 25, 2023, the Company issued a press release announcing significant long-term survival improvement from CNM-Au8® treatment in the
HEALEY ALS Platform Trial compared to PRO-ACT historical controls. A copy of the press release is filed as Exhibit 99.2 to this Current Report on

Form 8-K and is incorporated herein by reference.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits
15:[‘:::;; Exhibit Description
99.1 Corporate Presentation.
99.2 Press Release, dated September 25, 2023, announcing significant long-term survival improvement from CNM-Au8 treatment in HEALEY
ALS Platform Trial compared to PRO-ACT historical controls.
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: September 25, 2023 By: /s/ Robert Etherington
Robert Etherington

President and Chief Executive Officer



Exhibit 99.1

clene.com

NASDAG: CLNN




Forward Looking Statements

This presentation contains "lorward-looking statements” within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended, and Section 274 of the Securities Act of 15833, ax
amended, which are intended ta be covered by the “safe harbor® prosisions created by those laws. Clene’s forward-looking statesnents include, but are not limited to, statements regarding our
of cur management team’s eapectations, hopes, beliefs, intentions ar strategies regarding our future operations. In addition, any statements that refer to projections, farecasts or other
charactenizations of future events or ciroumstances, induding any underlying assumptions, are forward-fcaking statemants. The words “anticipata,” “befleve,” “contemplate,” “continue,”
“estimate,” “expect” intends” “may,” "might,” "plan,” "possible” “petential” “predict,” “project” “should,” "will,” "weuld,” and sirmilar esprassions may identify forward-locking statements,
but the absence of these words doss not mean that 8 statesment is not forward-looking. Thess lorward-looking statements repressnt our views a5 of the date of this presentation and involve a
number af judgments, risks and imcertainties. We anticipate that subs=guent events and developments will cause our views to change. We undertake no obligation to update forward-looking
statemants to reflect ewents or circemstances after the date they were made, whether as a result of new information, future events or othenwise, eacept as may be required under applicablie
segurithes laws, Accordingly, forward-looking statements should not be relied upon as representing our wiews a5 of any subsequent date, As a result of a numbser of known and unknown risks and
uncertainties, our actual results or performance may be materially dfferent from those eapressed or implied by these forward-leoking statements. Sorme factors that could cause actual results to
differ intlude our substamtial depandence on the succesiful cormmercialization of aur diug candidates, if approvad, inthe futsre; ous inability to maintain the listing of sur comemen stock on
Hasdaq; our sgnificant net losses and net operating cash outfows; aur ability to demonstrate the efficacy and salety of our drusg candidates; the clinical results for cur dm;mr\-didﬂ::. which
may nat supgort further devaloprmant or marketing approval; actions of regulatery agencies, which may affect tha initiation, timing and progress of clinicad triaks and markesing approval; our
ability 1o achleve commercial suctess for our drug candidates, if approved; our ability to obtain and maintain protection of intellectual property for cur technelogy and drugs; our reliance on third
parties 1o conduct drug Sevelopment, manufacturing and ather services: our limited aperating history and our ability te obtain additional funding for eperations and Lo comalete the licensing or
development and commercialization of sur drug candidates; the impact of the COVID-19 pandemic on sur dinéeal development, cormmiercial and other operations; changes in applicable laws oe
regulations; the effects of inflation; the effects of staffing and materials shortages; the possibility that we may be adversely affected by cther economic, business, and/far competitive factars; and
cthar risks and uncertainties sat forth In "Risk Factars”™ in our most recent Annual Repart on Form 100K and any subsaquent Cuartarly Reports on Form 10-01, In addition, statements that “we
balieve” and similar stazements reflect gur baliefs and opinkens on the relevant subject. These statements are based upon information available to us as of the date of this presentation, and
while we believe such information forms 3 ressonable basis for such statemeants, such information may be imited or incomplate, and our statements should rot be read to Indicate that we have
conducted an exhaustive inquiry into, or review of, all patentially available relevant information, These statements are inherently uncertain and you are cautioned not to rely unduly upan these
statemants. All information in this presentation is as of the date of this pressntation. The information contained in ary website refarenced hersin is not, and shall not be deamed ta be, part of ar
incarporated into this presentation.
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Building the Clinical Case for Neuroprotection & Remyelination
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Neurodegenerative Diseases Share A Common Mechanism:
A Decline In The Brain’s Ability To Produce Energy
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Specific Neuronal Populations Are Vulnerable to Energetic Failure
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Energetic impairments in the CNS both pre-dispose and drive

progression in neurodegenerative diseases

Fu, P, 81 Ak Malies Keunsosncs [ J008] 21 D00 115, Thi o0 a5 Proc Rl Ao S50 USA 70073 Mar LI ARP6-N0. o et el DNeurosct. 006821 37 306171 S- T07

—— » cLene




CNM-Au8® | Pioneering A New Drug Class To Improve Cellular Energy
Production And Utilization

Improved Energy Production and

CNM-Aug Mechanistic Effects Y
Manocrystals Utilization
Clean Surfaced, Highly Faceted
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Increased proteostasis
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Significant Global Opportunity for Treatment in Combination with

Standard of Care
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Urgent unmet need to develop neuroprotective treatment to support cells’ energetic efficiency and
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Two REPAIR Trials Demonstrated Target Brain Engagement and Improved Energy
Metabolism in Early Parkinson’s and Stable Relapsing MS

Study Objective: to demonstrate target
engagement for CNM-AuB on CNS

Results demonstrated a potentially meaningful 1(

MNAD+/NADH ratio, an essential molecule for energy production?
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r:‘ RESCUE Encouraging Efficacy Signals in Phase 2 Trial

1° & 2° Endpoints
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Results favor CNM-AuB treatment
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i“% RESCUE/ | CNM-Au8 Improved Patient Function, QOL, and Slowed Time to
- g :
ALS Clinical Worsening

Phase 2 Study: 36-Week Placebo-Control Treatment Period 1:1 Randomization (Active 30 mg: Placebo); N=45 enrolled with early
ALS

Froportion with <6 ALS Specific QOL ALS Clinical Worsening
paint decline
ALS Dissass Progression
ALEFRS-R Gpoint Decling Responder ALE Bpuciiic Cuslity of Lie-Bhart Form Total Scom RESCUE-ALS Exgh B
T Trem 2 B pusink: chackine) i bt ITT Fopuation, All Randomeed
RESCUE-ALS Exploranry Endpoint Faplan-ksier Estimate, Parcent Event Free
ITT Paogulation
BB L
i L |
- Il # - p
4 75 L 1 B -
.!_ I_| p= DO
.! pe @0 E
- i |
W = L5 Cincilwarsening deflaed ax
! ® Death, or
z a * Tracheoatomsy, or
284
LLT-ERE ®  Mon-inwasive vesdilation, or
E : . '::g#r-m B2 DT *  Gastrostomy lube
% . v % z =
erks
(FratRandoTirrim| At n= 23 M. —— CHfll 30mg
Pel-Rardomiz atinn)
Placeba, m= 22 L Placabo
- 0 - Q CLene
# Vut a1 sl I Msdicine. 2071-3un K60 102006 ) i




&% RESCUE

OLE | Preserved ALSFRS-R Functional Decline

Early CNM-Au8 Treatment Impacts Long-Term Function Compared to Original Placebo
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* CNM-AuB preserved functional decline: ALSFRS-R of 2.6 points at 48 weeks compared to placebo

* Early CNM-AuB treatment preserved long-term ALSFRS-R score by 6.0 points vs. OLE original placebo

DLE 13-month LPLY dats cut of july 14, 2022,
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é:p RESCUE" - OLE | Reduced Risk of ALS Clinical Worsening

ALS Clinical Worsening Events
Time to Death, Trachecstamy, Assisted Vantilation, or Feeding Tubs
RESCUE-ALS Dowble-Blind & OLE Pedods [24-month LPLY data cut)
Propartion Event Fres, Kapian-hMeser Analyses
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The risk of ALS clinical worsening
was decreased 52% for CNM-Au8

compared to placebo in OLE up to
168 weeks

Clinical worsening events included:

+ Death,
» Tracheastomy,

= Need foar non-invasive ventilatery support, or

* Gastrostomy (feeding) tube placement.

Participants wee dphl-ceniongd at o of follow-up with OLE

weithdrawal, 2= applicable
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Unadjusted Survival Difference: 10.1 Month
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Cross-Over Adjusted Survival Difference: 19.3 Month

Cross-Over Adjusted Analysis of Survival
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.\ RESCUE Consistent Long-Term Survival Benefit Compared to Historical

4
’- X
- Matched PRO-ACT Placebo Controls

RESCUE-ALS Long-Term Survival
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HEALEY ALS
Platform Trial

A Multi-center, Randomized Double-Blind, Placebo-Controlled
Clinical Trial Assessing the Efficacy, Safety, Tolerability,
Pharmacokinetics, and Pharmacodynamics of CNM-Au8 in
Participants with Amyotrophic Lateral Sclerosis

24-Week Treatment Period (3:1 randomization, 120 active [30mg, 60mg]: 40 placebo)

SCREENING

i
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r: :: | bR - ¢;|
i . i EOS
Regimen A ¢ i -y O_Enr.‘. of study or Open Label Extension (up to 52 weeks)
— O R i S i e e -
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# of Mortality Events

No evidence for treatment effect at 24 weeks far either adjusted ALSFRS-R change, CAFS, or SVC [combined 30 & 60 mg doses)
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Survival Signal | >90% Reduced Risk of Death with CNM-Au8 PALRY e

30mg

Shared Placebo Across Regimens CNM-AuS Regimen Only (Regimen C)

CHNM-AUS 30mg Survival | Adjusted Cox Proportional Hazard

CHM-AuUB 30mg Survival | Adjusted Cox Proportional Hazard
Full &nalysis Sat (&l Shared Placebo, Regimens A, B, G, D) Efficay Regimen Only Set (Within Regimen Analysés)
% Hazard Reduction &t Week 24 % Hazard Reduction af Week 24
{1 - Hazard Ratio, B5% Confidence Inlerval) {1 - Hazard Ratie. 85% Confidence Interval)
Faw Fiwoa s Fisaws
. PO - B . st TR F0mg "
B4% Decrease % Decroyse
Death or Death G Death or Death
J [Evients: WHED wa 4% g Evvrita: 441 va. 1
Equivabent (PAV) & o= 0042 Equivalent {PAV] o ik oo i
B4%, Doofass 4% Decroase
Desth {Ewerts: G163 v, 158 Cuath | ! ; : 3
Alons & p :um“? Alane * I:MR; f:;: b
25 ° ] e 7 10 25 0 25 50 75 100

% Risk Reduction (1 - Mazard Ratio; 85% O by Profle Likelibcod ) % Risk Reduction (1 - Hazard Ratio; 56% CI by Profie Likzéhood)

PAN = Permanently Assisted Ventilsbon, Prespecified cavariste adjustments indude: (i} time from symptom crset, (i) pre-baseline ALSFRE-R slope, (il riluzale use, {iv] sdaravane use, {v] age. Events (placsbo ve.

active). p-waluees are not adjusted for multiple compan=ons; exploratory analyses by dase.
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Delayed Time to Clinical Event Summary
CNM-Au8 30mg | Within Regimen Analysis (Primary Model)

( | Tracheostamy

" Permanent
Y Assisted
Ventilation

A (MIV =22 hours

per day)

Feeding Tube
Placement
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CNM-Au8 30mg delayed time to clinical worsening at 6 months
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CNM-Aug 30mg | Clinical Event Risk Reduction
Within Regimen Analysis {Efficay Regrmen Only)

Rigk Adjustad Cox Praporiional Hazard Modal

Parcent (%) Hazard Feduction to Week 24 (Double-Blind Period)

Favors Placebo Favors CNM-Aug
-
Time t Death or Py —ah
Time to Death Alone e i
Time b Feeding Tube Placemant —_————
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Tima to ALS Hospital 3—
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0 5
% Risk Reduction

For the within regimen (ERD) analysiz, feading tube placement was always
the first initiating evert for the Compasite,

18

967%, p= 0.0282
B5%, p=0.0534
4%, = 00347
3%, p= 00580
B4%, p= 0.1066
B9%, pe 00852
F2%, = 0.0812

T4%, p= 00347

(1 - Hazard Ralio, 85% Cl as Prafile Likefihood)

Dl o File, Cene Kanomediin, e

HEALEY ALS
Platform Trial

Supportive sensitivity analyses
incarporating baseline neurslilament
light chain {NFL) bevels wers similarfy
robust and resulted in Increased effect
sizes and smaller nominal pavalues.

Praspecified covariate risk
adjustments included: (i) tirme frarm
symptom onset, (i) pre-basefine
ALSFRS-RA slope, (il] riluzale usa, (iv)
edaravone use, and (v] age.
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Plasma NfL Difference | CNM-Au8 vs. Placebo
All RGC Participants

Plasma NfL
RGC Within Regimen Analyis | Quanterix 4NPA
All RCG (n=161); Difference of LS Means on Ln Scale (SE)

Difference of LS Means on Ln Scale (SE) = -0.010 (0.048); p= 0.040
1.15-
1.0 ‘__.EL- _________
2 . o L TR =0 +7.9%
E 1054 |
S L
%3 1-”'_¢.\\- T é T T T L)
Eg 1 "1 T/ 3 2%
o~
0,55 =
« .
i < Placeho
0.90

M_FW""‘*_ iork & CNM-AUS [All)

HEALEY ALS
Platform Trial

BAMRM log MfL by group, contrast
model; prespecified covariates
included: (i) pre-treatment ALSFRS-R
slope (delta-F5), (i) months from
symptom onset, (i) use of riluzale, (iv]
use of edaravone; {v) covariate by visit
interaction, [vi] treatment by visit
interaction
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Long-Term Survival | Propensity Matched Placebo
PRO-ACT Placebo Matching vs. Regimen C CNM-Au8 30mg

HEALEY Regimen C

Baseline Values PRO-ACT Placebo

Mean (50} or Percent |%) CHM Matches (i)
(n=322)
Onset Age 55.4 (10.4) 55.5 (11.0}
Sex (Male, %) 56% 62%
BMI [kg/m?) . 274 (5.3) 26.5 (4.9)
ALSFRS-R [Total Score) - 34.5(5.8) 37.7 (5.5
Delta-F5 (Pre-treatment slope) - 0.77 (0.58) 0.75 (0,50}
Vital Capacity (% predicted) - 74.4 [16.0) 89.2 (17.0)
Diagnostic Delay (months) - 9.8 (5.2) 8.8 (5.2}
Site of Onset (Bulbar, %) . 17% 20%
Riluzole Treatment (%) T6% 98%

Source{s). Dataan File, Cene Manomedicine, Inc. {Table 14.1.4.1.1 Pocled vi. PROACT: Table 14.1.4.1.2 Maaley vi. PROACT)

Mates: Vital capacity reported s SWCor FYC based an individual study charactenstics

HEALEY ALS
Platform Trial

Integrated Meta-Analysis

55.4 (11.1)
56%
27.2(5.2)
35.7 |6.3)
0.76 (0.57)

77.3(17.1)

10.616.1)
21%
B2%

PRO-ACT Placebo Matches
(i}
(n=322)
55.0{11.4)
65%
26.5 (5.0]
37.9(5.5)
0.74 {0.51)
£9.3(16.9)
8.915.4}
20%
S8%
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Long-Term Survival | Propensity Matched Placebo
PRO-ACT Placebo vs. CNM-Aug 30mg

CNM-Au8 30mg HEALEY

CMNM-AUB 30mg Integrated Meta-Analysis

HEALEY-ALS Platform Long-Term Survival

Integrated Meta-Analysis of CHM-AuS 30mg Long-Term Survival
CMNM-AUB 30mg Observed Surdval va. PRC-ACT Matched Placebo Controls RESCUE-ALS # HEALEY ALS Platform Trial
CHM-Aull 30mg Observed Survival ws, PRO-ACT Matched Placebo Controls
100= - HEALEY ALS
S —— Platfarm Trial 108 . HEALEY ALS
e . Platform Tris
Bli= s
e " gy &% RESCUE
| o Ty i o T » 4
BO -.‘_\_‘-. L ™ \-...L_\‘.‘_| _':‘.... il
s b !
% To= [ % 0 S .
&
T 6 h B o6
¥ T 2
Ewvaniz: Acive 20050 va. Placsba; 67322
&0 &© Ewenis: Acive 272 ve. Placebor B5322
Logrrank, pvaloa = 0.115
Covanate adj. HRt = 0510 (95% CF 0283 . (.06 R =00
. MR = 051 E « ik
B ML ad T » Covaniste adf, HR = 0406 (95% CI: 0.220 - 0.740)
Heng Conariale ajused, p-vale = 0046 ~ CHM-AuE 30mg Covariots acjusterd, paalun = 0,004
== PRO-ACT Malched Placsbo == PRO-ACT Maichad Placabo
o T T T T T T T L
o 1 7 * 5 80 7 B4 ; 12 2 38 a s 7 5
Woeks Wooks
A2 Risk (n} [Proat-Randomizzicn) 4 Risk (1) {Past-Randomization]
Actve: 59 = =] ] B8 52 4 35 Ariive a2 & a1 " T 88 &2 45
Plaosba: 322 n7r 300 T =7 158 18 1] Placeba: 122 nr el ax 25 183 7 +]
Cavaristes: Onset Age, Sex, BM, Pretreatment ALSFRS-R Slope, ALSIRS-R Total at Baseline, Vital Capacty % st Basslne, Diagrastic Delay
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CNM-Au8 | ALS Clinical Worsening Summary

Evidence for Decreased Clinical Worsening Events Across Two Phase 2 Studies

Phase 2 RESCUE-ALS CNM-Au8 30mg Phase 2 HEALEY ALS Platform CNM-AuB 30mg

d Time to Clinical Worsening Decreased Time to Clinical Worsening

Time to Clinical Worsening | CNM-AuB 30mg

Time to ALS Clinical Worseni
First Qocurence of Dealh, Tracheostamy, Assisted u'm-rll!.angnn. or Fiseding Tude Firset mg?ﬂsﬁmmp?mﬁ?ﬁ? Tube
ITT Population {40 Randomized), Kaplan-Meiar Estimate a G Populalion, Efficany Regimen Only
ot : &% RESCUE St W |-
AL ap 10— = — atfarr ;
L \L e
R . T 1 o, P

Probability Evert Fros

L
| .
i Evernts: Actva 558 v, Ple. Ti41
: L Log-ran, prvalua = 0561
el Hazerd Aaso = 0260 1 Unadusted Cox HR = 0725
40
i CNM-Aull g B5% Wald Cl= 0103 - 0.B15 Rk Acjusted Cox HR, = 0361
—- Legrank, p= 00125 - o O (0mg) Coariate Adusied puake = 0035
~= Placgba
L] T T y T T T
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CNM-Au8 Has Demonstrated ALS Survival Benefit at 30mg Dose in Two
Phase 2 Studies

. % dec HEALEY ALS =90% risk reduction of
g + RESCUE oF death thraugh

S R cdeath at 30mg at 24 weeks

R

weeks

i j 4 i i CHM-Ausd J0mg | Adjusted Cox Proportioral Hazard Ratic
Unadjusted Survival Cross-Over Adjusted Survival % Hummrd Rachestion ot Waah 24
1 - Adjusied Haeard BFE Confidencs Infenal
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Promising Evidence from Two Phase 2 Trials and Long-Term Data
CNM-AuB Demonstrated Survival, Delayed Clinical Worsening, and Preserved Function

HEALEY ALS
Platform Trial

4
£ RESCUE

BITAATAT ACOREE
FnELS LA

RESCUE-ALS HEALEY ALS Platiorm HEALEY OLE
ALS Fatient :
Demographics Early-to-Mid-Stage Early-to-Mid-Stage Mid-to-Late-Stage Mid-to-Late-Stage
Duration 36-weeks Up to 173 weeks 2d-weeks Through April '23
Survival - [/ B rro-acT
Delayed Time to Clinical
o e
Worsening ﬂ . .
Preserved Function Pending data
[ALSFRS-R) - H - 2H 2023

Progression Blomarkers p?5 trend

UCHLL - * /]

Consistent Evidence Across Broad ALS Patient Population

Real-World
Experience

Upto 3.8 years

Mot routinely
collected

Dl o File, Cleve Kano
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HEALEY ALS Platform Safety Summary

i |

Occurrence of TEAEs were balanced between CNM-Au8 and placebo

Mo SAEs were assessed as related to CNM-Au8

All Shared Regimen CNM-Aug CNM-Aug

Treatment Emergent Placabo Placebo 30 mg

Adverse Events (TEAEs) (%) (%6) (%)

Participants with Any TEAE 90% 93% 92% 93%
Participants with Related TEAEs 39% 34% 29% 43%
Participants with SAE 9% 17% 10% 16%
Participants with Related SAEs 1% 2% 0% 0%
Participants Withdrawn due to TEAE 7% 7% 7% 7%

All Shared Placebn {n=164 placebo from Regimens &, B, C, D); Regimen placebo (n=41} includes only concurrent randomization within Regimen C (CHM-Aug)

» cLene
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@V/@_@HARY—M?‘ Core Design Elements

Phase 2 Study: 48-Week Placebo-Control Treatment Period 2:1 Randomization (Active [15mg, 30 mg]: Placebo)

WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK
Slcreen[ng D:D 6 B 18 54 30

36 42 48
+-0—-0 & O & O ® O &
Day EQS

* Enrolled stable relapsing remitting M5 participants with chronic optic neuropathy on background DMTs

* 92% treated with background DMTs {inc 53% monoclonal antibodies, 32% oral)

* n=73 of 150 planned (~50%) study ended prematurely due te COVID-19 pandemic enrallment challenges

* Modified ITT (mITT) Analysis Population; Pre-specified statistical threshold set at p=0.10

* CHNM-AUB Open Label Extension (OLE) for original active and placebo continues for up-to-96 weeks
Change in Low

Contrast Letter Acuity

10

Change in modified M5
Functional Composite ([mMSFC)

GHPT SDMT T25FWT
4}

ettt o 2w NC IO 3653, Tals on Fiks, Cieme Manomedciee, 1
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CNM-Au8 Demonstrated Vision and Global

@VISIONARY-MS

Neurological Improvement in Stable MS patients on DMTs

. rpr L oz ‘.D-\-\' K
Significantly Improved Vision Bvnos
Change in Low Contrast Letter Acuity [LCLA)
LCLA Changs in the Affected Eye
mITT, LS Mean + SEM
" Wiek 45 LS-Maan Difference = 5.13
85% Cl = -0.08 1 6.33
g p= 0.055
- 1
; § L
E -—
&
e
5 g
i Z % T
* UhiM-fwb {Pest-Aardarization]

Global r'u-r:ur'nlrrgi—:.al clinical improvement was driven by cognition, manual dexterity,
letter acuity

Global Neurological

improvement

Change in moedified M5 Functional Composite (mMSFC)

LCLA affsctadTalow, BHPT dominantinen-dominart, SOMT, T25PW
(MITT Fopulation, LS kaan = SEM)

B8
Vinek 48 L5-Mean Diffarence = 028
6.5 95% Cl= 00510051
p= 00197
ilg 0.4
&
- . ]
EE 04+
; B . : |
gé o1 . +_ _______ - “'“*"l|""--=---._ }
Ot b v . r r
o 12 24 a8 44
o1 e Chv-ae Weaks

and low contrast
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@VISIONARY-MS
CNM-Au8 Improved Information Signal in the Visual Pathway

mf-VEFP Mean Amplitude Percent (%) Change
ITT Population, LS Mean = SEM, Segments Mested by Participant

Visual Evoked Potentials (VEP) 45— VEP Affacted Eya VEP Fallow Eye
Wi 48 LS-Mean Dillerence = 6.1 Wk 48 LS-Mean Difflerence = 8.7
95% Cl=-0.610 127 96% Cl=3.1w 163
p= 00730 p= 000047

104

en
Il
!

& T Bioth Eyes

=

a
2

o-?'l. B~
s

TTEocme——u® 3 O Placebo
* GhM-AuS Affectad Eye i Both Eyas

# Placebo Aflected Eya 1
~k- GNM-AuB Faliow Eya Waok 48 VEP Both Eyes

Increased Amplitude
(Signal Strength)

&
1

L&-Mzan Change from Baseline
(% Change)
o -]L
-+

. g : LS-Mean Difference = 7.9
From the Eye to the Brain’s R Faa oo e : e i diaaa
Visual Cortex {Pest-Randomization) p= 00184

WEP Afected Eya Dafined as Longest Latency at Bassine

Increased VEP amplitude is associated with improved nal integrity; provides evidence that previously impaired

neurons can contribute to information signaling after treatment

- o p cLene
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CNM-Au8 Preserved White Matter Integrity Throughout the  @VisioNARY-Ms
Brain

Advanced MRI Techniques

Preserved Whole Brain White Matter Integrity Consistent Effect Across All Brain Regions
Diffuion Tensor imaging | Fractional Anisotropy (FA) Change Diffusicn Tensor Imaging | Fractional Anisctropy (FA)
Whaole Brain {Cerabrum) i ‘Weeis 48 Change from Bassdine
ITT Popuiation, LS Mean = SEM - # ITT Population, LS Meaan Difisrence = SER
01,83 Favom Placeio Fawars CHE-AUE
Winwk 48 LS Mean Diflarance = 00029 L - L
Lo 95% CI = (L0048 10 0.0054 " > &

p=0.0158

—_—— 4 FA_Cembral Wi Maber

]
]
E 5 rre—— ----ﬂ.n__ 36 L]
‘E% 0,001 | “-»,_\“ - —— o FA_Canbr KM
51 ao] .
o ‘t,.‘_‘_- i —_ E A O Fadeticn

0,083

IR e ke ‘[wm"m - I Fb_Cpibc Aasaton Nawm

aesd Placta Fow AN ®M0 0001 06 BBO1  00M  BA0s

Changs from Bassiine
Preservation of white matter integrity associated with
decreased cognitive and functional decline in M5 patients
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Over 500 Years of Subject Exposure Without
Identified Safety Signals Across ALS, MS, and PD

Patient Exposure Across
ALS, MS & PD

Well Tolerated
Adverse Event (AE) Profile

Clean Toxicology
Findings
Assessed Over 500 Years of Subject

All Anim icology Studies

lted i i i ild-to-
ulted in as Predominantly Mild-to Exposure Without

|dentified Safety Signals

ayel (NOAEL) Moderate Severity

MNo-Adverse Effect
and Transient

Findings

* Mo SAEs related to CNM-AuB considered * Long-term dosing experience up to 4

severe, life-threatening, or resulting in years

death
* AEs transient and predominantly mild-

to-moderate severity

* Multiple species up to 9-months
treatment

* Up to maximum feasible dosing
withaut any toxicology findings related
to CNM-Aug

» cLene

— 2 b
L 1 Dt o T, Cleme Ramermesicine, Ine, NS: MSilph Schetmis, S5 fTgesopbic Wera s, s P Parsims s




Clene | CNM-Au8 Path to Regulatory Approval

MID-2023
] |

MID-2024
|

Brrvan, & OUE [ b 30 moes.)

Lang-term iurvial

Clinical Mats up-1n-30 montes |(ALSERS,
{up-te-30 manths)

clinical warsening|

Survival & clinkad data up-to-Iyrs

ALS FO pro- MO
mAETINgG

Pregare for ALS FOA

pre-MOA meeting

Clinical data up-1c-3-yrs

L]

Patentisl ALS Accelersted
FDA Approwval (POUR)"

Phase 3 Trial

Matential FELA ALS Advisory
Casrnemiries*

Poaantial FOA ALS aceslarat
MDA sabmission™

Amyatroghic Laterad Scleross [ALS) Data
Readouts [ Phase 3 Planning

Multiple Sclerasis (M5}
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T Tl —




Evidence Supports CNM-Au8 Therapeutic Potential to Treat
Neurodegenerative Diseases

CNM-Aug8”

crys % Strong 1P:

150+

patents on
nanotherapeutic
platform
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Exhibit 99.2

CLENE REPORTS SIGNIFICANT LONG-TERM SURVIVAL IMPROVEMENT
FROM CNM-Au8 TREATMENT IN HEALEY ALS PLATFORM TRIAL
COMPARED TO PRO-ACT HISTORICAL CONTROLS

e  Prolonged life with 49% decreased risk of death for participants in the HEALEY ALS Platform Trial treated with CNM-Au8® 30mg compared to
PRO-ACT matched placebo over long-term follow-up, p=0.046

e  Prolonged life with 59% decreased risk of death for participants in an integrated meta-analysis across HEALEY ALS Platform Trial and RESCUE-
ALS Trial with CNM-Au8® 30mg compared to PRO-ACT matched placebo over long-term follow-up, p=0.004

e  More than 500 patient years of CNM-Au8 treatment exposure without any identified safety signals

SALT LAKE CITY, Sept. 25, 2023 -- Clene Inc. (Nasdaq: CLNN) through its wholly owned subsidiary Clene Nanomedicine, Inc. (collectively “Clene”),
today announced long-term follow-up data for patients treated with CNM-Au8® 30mg for up to 133 weeks in the HEALEY ALS Platform Trial. These
post hoc results show significantly improved survival with a 49% decreased risk of death for the covariate risk-adjusted analyses compared to the largest
U.S. clinical database of previous amyotrophic lateral sclerosis (ALS) trials (PRO-ACT) (hazard ratio: 0.510, 95% CI: 0.263 - 0.987, p=0.046).

The HEALEY ALS Platform Trial is a perpetual multi-center, randomized, double-blind, placebo-controlled clinical trial program designed to evaluate the
efficacy and safety of multiple investigational products in people living with ALS. Enrollment in the CNM-Au8 Regimen was initiated in the summer of
2020. Participants received CNM-Au8 in addition to ALS standard-of-care and were randomized to the drug or placebo during the 24-week double-blind
period. CNM-Au8 was then offered to all participants who were eligible, and 92% elected to continue into the Open Label Extension (OLE). CNM-Au8
30mg was selected as the dosage going forward after the double-blind period.

In ALS, clinical studies with shorter double-blind treatment duration such as 24 weeks have used historical placebo controls from prior trials to determine
the relative survival benefit of investigational treatment over longer-term follow-up (open label data). The PRO-ACT dataset is derived from pooled ALS
clinical trial data from 29 completed Phase 2 and Phase 3 ALS clinical trials. Millions of de-identified longitudinally collected records from more than
11,600 individuals with ALS were standardized across trials and merged to create the Pooled Resource Open-Access ALS Clinical Trials (PRO-ACT)
database. This database provides a useful and validated surrogate for survival status of past participants in ALS clinical trials with long-term follow-up.

In this analysis, 59 participants who were originally randomized to CNM-Au8 30mg were compared to matched placebo participants derived from the
PRO-ACT dataset:

Survival Improvement

e  Originally randomized CNM-Au8 30mg treated participants (n=59) demonstrated a statistically significant 49% decreased risk of death compared
to PRO-ACT matched placebo patients through long-term follow-up (covariate adjusted HR=0.510; 95% CI 0.263-0.987, p=0.046).

e Ina pooled analysis of the HEALEY ALS Platform Trial and the RESCUE-ALS Trial, participants originally randomized to CNM-Au8 30mg
(n=82) demonstrated a statistically significant 59% decreased risk of death compared to PRO-ACT matched placebo patients through long-term
follow-up (covariate adjusted HR=0.406, 95% CI: 0.220-0.749, p=0.004).

Safety

o  More than 500 estimated years of collective exposure across ALS, multiple sclerosis (MS), and Parkinson’s disease participants in CNM-Au8
clinical trials and Expanded Access Protocol (compassionate use) programs without any observed safety signals.

o No serious adverse events have been assessed as related to CNM-Au8 treatment; adverse events observed with CNM-Au8 have been characterized
as transient and predominantly mild-to-moderate in severity.

Benjamin Greenberg, M.D., Head of Medical at Clene, added, “To show such profound survival improvement using the HEALEY ALS Platform Trial data
set alone and a pooled HEALEY and RESCUE data set is remarkable, and helps confirm the survival benefit seen in the prespecified secondary endpoint.
Clene is extremely gratified to see this consistent long-term survival data from the HEALEY ALS Platform Trial OLE, with a continued clean safety
profile, adding to the totality of the survival evidence.”

Merit Cudkowicz, M.D., Chair, Neurology Department, Massachusetts General Hospital, Director, Sean M Healey & AMG Center for ALS, and the
Principal Investigator of the HEALEY ALS Platform Trial, said, “Improved survival status is an important measure of drug effect. We previously reported
a benefit for decreased risk of death or permanent assisted ventilation and delayed time-to-clinical-worsening events associated with CNM-Au8 30mg from
the double-blind period, and we are pleased to see these data from our long-term follow-up as further support of a survival signal in our HEALEY ALS
Platform Trial.” She concluded, “I am also happy to see how helpful a shared open-source dataset such as PRO-ACT is to the field to analyze data from the
OLE portions of clinical trials. We encourage all companies working in ALS to contribute their data to PRO-ACT once their trial is complete. I want to also
thank all the people with ALS who are part of clinical trials and are helping the community find new treatments.”




About Clene

Clene Inc. (Nasdaq: CLNN) (along with its subsidiaries, “Clene”), and its wholly owned subsidiary Clene Nanomedicine Inc., is a late clinical-stage
biopharmaceutical company focused on improving mitochondrial health and protecting neuronal function to treat neurodegenerative diseases, including
amyotrophic lateral sclerosis, Parkinson’s disease, and multiple sclerosis. CNM-Au8® is a federally registered trademark of Clene Nanomedicine, Inc. The
company is based in Salt Lake City, Utah, with R&D and manufacturing operations in Maryland. For more information, please visit www.clene.com or
follow us on Twitter, LinkedIn and Facebook.

Forward-Looking Statements

This press release contains “forward-looking statements” within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended, and
Section 27A of the Securities Act of 1933, as amended, which are intended to be covered by the “safe harbor” provisions created by those laws. Clene’s
forward-looking statements include, but are not limited to, statements regarding our or our management team’s expectations, hopes, beliefs, intentions or
strategies regarding our future operations. 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,”
“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. These forward-looking
statements represent our views as of the date of this press release and involve a number of judgments, risks and uncertainties. We anticipate that subsequent
events and developments will cause our views to change. We undertake no 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 may be required under applicable
securities laws. Accordingly, forward-looking statements should not be relied upon as representing our views as of any subsequent date. As a result of a
number of known and unknown risks and uncertainties, our actual results or performance may be materially different from those expressed or implied by
these forward-looking statements. Some factors that could cause actual results to differ include our ability to demonstrate the efficacy and safety of our
drug candidates; the clinical results for our drug candidates, which may not support further development or marketing approval; actions of regulatory
agencies, which may affect the initiation, timing and progress of clinical trials and marketing approval; our ability to achieve commercial success for our
drug candidates, if approved; our limited operating history and our ability to obtain additional funding for operations and to complete the development and
commercialization of our drug candidates; and other risks and uncertainties set forth in “Risk Factors” in our most recent Annual Report on Form 10-K and
any subsequent Quarterly Reports on Form 10-Q. In addition, statements that “we believe” and similar statements reflect our beliefs and opinions on the
relevant subject. These statements are based upon information available to us as of the date of this press release, and while we believe such information
forms a reasonable basis for such statements, such information may be limited or incomplete, and our statements should not be read to indicate that we
have conducted an exhaustive inquiry into, or review of, all potentially available relevant information. These statements are inherently uncertain and you
are cautioned not to rely unduly upon these statements. All information in this press release is as of the date of this press release. The information contained
in any website referenced herein is not, and shall not be deemed to be, part of or incorporated into this press release.
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