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15440 Laguna Canyon Road, Suite 160

Irvine, CA 92618
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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:

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· 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
	Name of each exchange
	

	
	Symbol(s)
	on which registered
	

	Common Stock, $0.0001 par value per share
	
	TARS
	
	The Nasdaq Global Market LLC
	

	
	
	
	
	(Nasdaq Global Select Market)
	



Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (17 CFR §230.405) or Rule 12b-2 of the Securities Exchange Act of 1934 (CFR §240.12b-2).

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. ☒
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Item 8.01[image: ]	Other Events.

On May 2, 2022, Tarsus Pharmaceuticals, Inc. (the “Company”) announced positive results of the Company’s Saturn-2 trial. Saturn-2 is a Phase 3 randomized, controlled, double-masked trial evaluating the efficacy and safety of TP-03 in patients with Demodex blepharitis. A summary of the clinical results of the Saturn-2 pivotal Phase 3 trial is filed as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.

Item 9.01	Financial Statements and Exhibits.

(d) Exhibits.

	Exhibit
	
	
	

	No.
	
	Description
	

	99.1
	
	Tarsus Pharmaceuticals, Inc. Saturn-2 Clinical Results Summary.
	

	104
	
	Cover Page Interactive Data File (embedded within XBRL document)



SIGNATURES[image: ]

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.

Date: May 2, 2022	Tarsus Pharmaceuticals, Inc.

By:	/s/ Leo M. Greenstein
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Leo M. Greenstein

Chief Financial Officer

(Principal Financial Officer and Principal Accounting Officer)
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Exhibit 99.°

Saturn-2 Phase 3 Topline Data
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I TP-03 Met All Primary and Secondary Endpoints Again in Saturn-2,
with a Complete Resolution of Demodex Blepharitis

- Efficacy: Met all pre-specified primary and secondary endpoints
~ Primary Endpoint: Complete Collarette Cure p < 0.0001

~ Secondary Endpoint: Mite Eradication p < 0.0001
~ Secondary Endpoint: Erythema Cure p < 0.0001
~ Secondary Endpoint: Erythemal/Collarette Composite Cure p < 0.0001

- Safety: Generally safe and well tolerated, similar to Saturn-1
+ Low rates of TP-03 related AE’s, vast majority were mild

' 91% of patients reported the drop to be neutral to very comfortable
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Collarette Grading Scale Used in Saturn-2

Non-linear Scale for Counting Collarettes Performed by Each Site Investigator
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Mite Density Determination Used in Saturn-2

Trained Mite-counters (CRO) Used for Consistency Across Sites
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Lid Margin Erythema (Redness) Scale Used in Saturn-2

Established and Validated Scale Used in Blepharitis Studies, Performed by Each Investigator

Average baseline 1.6

3 (Severe)* 2 (Moderate) 1 (Mild) 0 (None)
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Saturn-2 Baseline Characteristics
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Primary Endpoint of Complete Collarette Cure Achieved
Regulatory Endpoint of Complete Collarette Cure Observed by Week 2
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Clinically Meaningful Collarette Cure Achieved
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Secondary Endpoint of Erythema Cure Achieved

Elevated to Secondary Endpoint in Saturn-2
Complete Erythema Cure Observed by Week 3
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Secondary Endpoint of Complete Composite Cure Achieved
Complete Composite Cure Observed by Week 2
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Collarette, Mite & Erythema Improvement Responder Rates
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Adverse Event Summary

Overall Low Rates of Ocular AEs
All AEs Were Mild or Moderate

Treatment related ocular AE rates 21%

TP-03 (
Instillation site ., .
pain/burning/stinging Be) 14 (6.7%)
Visual acuity reduced 1(05%) 3(1.4%)
Dryeye 3(1.5%) 1(0.5%)
P Two moderate One moderate
AESS ey All others mild All others mild

9
TATSUS 141 0Tarus Pramacauscals 222





image27.png
'

Drop Comfort Summary
Over 90% Reported the Drop to be Neutral to Very Comfortable

Drop Comfort, All Visits

91%
60%
s 5%
§ 40%
H
] 9%
Toow '5.,, 1
w.
% o
%
Very Uncamtoriabie slm iher  Sighty Comioriable  Very Comforabe
Uncomtortb

- =TP-03 = Vehicle
AL d

TArSUS 151 oTarsus Phamaceuticals 2022





image28.png
Significant Clinical Impact Seen After Treatment

Consistent Collarette Cure and Erythema Cure Rates Observed
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Saturn-2 Conclusions

Saturn-2 Results Position TP-03 for Potential FDA Approval and Ultimate Commercial Success

» 56% of patients met primary endpoint of complete collarette cure

« Very high responder rate to TP-03
— 96% of patients improved at least one collarette grade, 89% achieved a clinically meaningful cure

- Strong consistency across all endpoints compared with Saturn-1
- All primary and secondary endpoints met with high statistical significance
- Clinically and statistically significant effects seen within 2 weeks

» TP-03 was generally safe and well tolerated, similar to Saturn-1
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