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Item 7.01 Regulation FD Disclosure.

On April 5, 2022, Clene Inc. (the “Company”) presented updated interim data from the RESCUE-ALS open-label extension study in the Emerging Science Program at 2022
AAN Annual Meeting. A copy of the presentation is furnished as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.

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 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit

Number Exhibit Description
99.1 RESCUE-ALS presentation, dated April 5, 2022.
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: April 5, 2022 By: /s/ Robert Etherington

Robert Etherington
President and Chief Executive Officer
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Cutting edge research into
Frontotemporal Dementia and Motor
Neurodegenerative Syndromes

£ 4 RESCUE ¢

Randomized, Double-Blind, Placebo-Controlled Study in
Early Symptomatic Amyotrophic Lateral Sclerosis Patients
on Stable Background Therapy to Assess Bioenergetic
Catalysis with CNM-Au8 to Slow Disease Progression in ALS

Matthew Kiernan

; l THE UNIVERSITY OF |

» SYDNEY | matthew kiernan@sydney.edu.au
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CNM-Au8® | Catalytically Active Au Nanocrystals Improve
Cellular Energy Production

CNM-Au8® Clean Surfaced, Highly Faceted Mechanistic Effects Increased Energy Production &
Nanocrystal Shape Enhances Catalytic Utilization
Activity
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Electrons (e-)
Move Freely Across
Nanocrystal Surface

Increased ATP

Decreased reactive
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Key to Catalytic Activity
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Increased proteostasis oxidative, mitochondrial,

and excitotoxic stressors

f Improved resistance to

Reduction in levels of
misfolded proteins
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Design & Baseline Characteristics

36-Week Treatment Blinded Treatment with Long-Term Open-Label Follow-Up

Baseline W2 V24 Wids W48 Whka Wik72 W4 Wike Wi108+
I
Sereening
[#-weeks) s Double-Blind Pericd i Long-Term Open Label Period -~ sk

Baseline Sex Onset Site Months
Value n, (%) n, (%) from FVC ALSFRS-R ENCALS
mean (sd) Male | Female Limb | Bulbar Onset (% pred.) Score Risk Score
All (n=45) 59.1 M: 26 (58%) L:33 (73%) 158 815 a7 -4.4
(12.3) F: 19 (42%) B: 12 (27%) (9.3) (16.7) (6.0) {1.8)
ECde FAug 57.0 M: 13 (57%) L: 16 {70%) 15.5 84.5 386 -4.6
{n=233} {13.3) F: 10 (43%) B: 7 (30%) (7.6} (18.3) (6.6) (1.7}
Placebo 61.3 M: 13 (59%) L: 17 {77%) 16.1 782 388 -4.2
(n=22) (10.9) F:9 (41%) B:5 (23%) (10.9) (14.5) (5.4) (1.8)

3782
(175.3)

380.2
(198.0)

3762
(152.7)
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Significant slowing in disease progression &
ALSFRS-R 6-point decline

Event Free (Disase Progression)

1005

*  Death, or \_‘\
*  Tracheostomy, or
* Nen-invasive ventilation (NIV), or

*  Gastrostomy tube
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Significant improvement in quality of life

0.5+
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ALS Specific Quality of Life-Short Form
Total Score Change (LS Mean)
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Long-Term Survival in OLE Participants:
70% Improvement vs. Predicted Survival
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40 Hazard Ratio: 0.2974

304~ CNM-Aug 30mg Observed HR 95% Cl: 0.1282 to 0.6898

~l- CMM-AuB ENCALS.Predicted (Median) A= 800pd
20 ' T : : . ; . .
0 24 48 T2 96
Weeks (Post-Randomization)
At Risk (n): 36 36 35 34 13

* All OLE parficipants. Data censored as of 10-March-2022. Vital status and date of death (as applicable) captured for all subjects withdrawn from the
study. ENCALS median survival estimate from baseline characteristics.




Consistent Survival Effect in ex-Placebo Participants
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Probability of Survival
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Hazard Ratio: 0,24
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* All OLE parficipants. Data censored as of 10-March-2022. Vital status and date of death (as applicable) captured for all subjects withdrawn from the
study. ENCALS median survival estimate from baseline characteristics.




Conclusions

e Well tolerated and safe in ALS

-

* Evidence of CNM-Au8 therapeutic activity:

r 2 : : )
» Evidence for improved survival

» Significant reduction in functional decline
» Significant slowing in disease progression

» Improvement in quality of life
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