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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:

	
	
	
	Trade
	Name of each exchange

	
	Title of each class
	
	Symbol(s)
	
	on which registered

	
	
	
	
	
	
	
	

	Common Stock, $0.0001 par value per share
	PRAX
	The 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 (§ 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. ☐
[image: ][image: ][image: ]

Item 7.01. Regulation FD Disclosure.

On December 17, 2021, Praxis Precision Medicines, Inc. (the “Company”) held its previously announced 2021 Movement Disorder Day. A copy of the slide presentation for the Movement Disorder Day, which has been made available through the Events & Presentations page of the Investors + Media section of the Company’s website, is attached as Exhibit 99.1 to this Current Report on Form 8-K (the “Form 8-K”).

The information in this Item 7.01 of this Form 8-K and Exhibit 99.1 attached hereto shall not be deemed filed for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall any of it be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such a filing.

Item 8.01. Other Events.

The Company is providing the following update regarding the open-label stage of the Phase 2a clinical trial of PRAX-944 (“Study 221, Part A & Part B”) for the treatment of essential tremor (“ET”):

As of December 10, 2021, 19 patients had enrolled and received treatment in Study 221, seven patients in Part A and 12 patients in Part B, including patients who discontinued from the trial. PRAX-944 was observed to be well-tolerated in Study 221, with all treatment-emergent adverse events (“TEAEs”) considered to be mild to moderate. The most common TEAEs reported by ≥ two participants were dizziness, headache and cognitive disorder. Four patients who completed Part B down titrated to a lower dose of PRAX-944 and five patients total, one in Part A and four in Part B, discontinued drug treatment due to mild or moderate TEAEs.

The Company previously reported topline efficacy results from Part A. As of December 10, 2021, preliminary efficacy data from nine patients in Part B showed a reduction in ET symptoms as measured by The Essential Tremor Rating Assessment Scale Combined Upper Limb and the Activities of Daily Living (“ADL”) and Modified ADL scales. The Company expects to announce topline open-label and placebo-controlled, randomized withdrawal results from Part B of this trial in the first half of 2022.

Item 9.01. Financial Statements and Exhibits.

(d) Exhibits

	Exhibit
	
	

	No.
	Description

	99.1
	
	Copy of Praxis Precision Medicines, Inc. presentation slides dated December 17, 2021 (furnished herewith)
	

	104
	
	Cover page from this Current Report on Form 8-K, formatted in Inline XBRL
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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.

	
	PRAXIS PRECISION MEDICINES, INC.

	Date: December 17, 2021
	By:
	/s/ Marcio Souza

	
	
	Marcio Souza

	
	
	Chief Executive Officer
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This presentation may contain “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995 relating to our business, operations,
and financial conditions, including but not limited to express or implied statements regarding the current beliefs, expectations and assumptions regarding the future of our
business, future plans and strategies, our development plans, our preclinical and clinical results and other future conditions. Words such as, but not limited o, “look forward
10/ "believe,” ‘expect,” “anticipate,” “estimate,” ‘intend," *plan," “would," *should" and “could," and similar expressions or words, identify forward-ooking statements. Any
forward-ooking statements in this presentation are based on management's current expectations and beliefs and are subject to a number of risks, uncertainties and
important factors that may cause actual events or results 1o differ materially from those expressed or implied by any forward-looking statements contained in this
presentation, including, without limitation, risks relating to (i) the success and timing of our ongoing clinical trals, (i) the success and timing of our product development
activities and initiating clinical trials, (i) the success and timing of our collaboration partners’ ongoing and planned clinical tials, (iv) our ability to obtain and maintain
regulatory approval of any of our product candidates, (v) our plans to research, discover and develop additional product candidates, (vi) our ability to enter into collaborations
for the development of new product candidates, (vii) our ability to establish manufacturing capabilities, and our and our collaboration partners' abilities to manufacture our
product candidates and scale production, (vii) our ability to meet any specific milestones set forth herein, and (ix) uncertainties and assumptions regarding the impact of the
COVID-19 pandemic on our business, operations, clinical trials, supply chain, strateay, goals and anticipated timelines. New risks and uncertainties may emerge from time to
time, and itis not possible to predict all risks and uncertainties. Except as required by applicable law, we do not plan to publicly update o revise any forwarc-looking
statements contained herein, whether as a result of any new information, future events, changed circumstances or otherwise. Although we believe the expectations reflected
in such forward-looking statements are reasonable, we can give no assurance that such expectations will prove to be correct. Accordingly, readers are cautioned not to place
undue reliance on these forward-looking statements

For further information regarding the risks, uncertainties and other factors that may cause differences between Praxis' expectations and actual results, you should review the
“Risk Factors" section of our Annual Report on Form 10-K filed for the year ended December 31, 2020, our Quarterly Reports on Form 10-Q and our other filings with the
Securities and Exchange Commission

Certain information contained in this presentation relates to or is based on studies, publications, surveys and other data obtained from third-party sources and our own
internal estimates and research. While we believe these third-party sources to be reliable as of the date of this presentation, we have not independently verified, and make no
representation as to the adequacy, faimess, accuracy or completeness of, any information obtained from third-party sources. In addition, all of the market data included in this
presentation involves a number of assumptions and limitations, and there can be no guarantee as to the accuracy or reliability of such assumptions. Finally, while we believe
our own internal research is reliable, such research has not been verified by any independent source.

PRAXS
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PRAXIS 2021 MOVEMENT DISORDER DAY
DECEMBER 17, 2021

Praxis - A Leader in CNS & Movement Disorders
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Today's Speakers
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The needs of patients with CNS disorders are
devastatingly urgent. Our mission is to help patients by

delivering life-altering treatments faster and more
effectively than has ever been done before — and to do it
again and again.

PRAXIS
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Praxis is built on four key pillars
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Movement Disorder franchise focus for 2022
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More Than Tremor





image24.png
Medications developed

specifically for Essential Tremor
patients
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Medication approved for Essential

Tremor over 50 years ago based
on a 2-week study of nine patients
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Million people in the US with daily

symptoms of Essential Tremor
need better and more options
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Why Essential Tremor matters
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ET burden of disease extends beyond the tremor
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Current management of ET is based on trial and error
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As needed treatment options offer minimal utility

CURRENT MANAGEMENT
« Alcohol use 10-15 min before event

« Propranolol one hour before event

As needed

ON, ESSENTIAL TRENCR NATURE REVWS (202) (1) PRAX(S




image32.png
Chronic use options increase tolerability concerns
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The ET market today: immediate addressable U.S. market
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Currently, there is an equilibrium between patients who discontinue
treatment and those who initiate treatment
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Patients not on treatment could (re)join the on-treatment pool
which increases treatment utilization
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Newly diagnosed patients initiate treatment earlier which increases
the total addressable patient market
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Our focus is on elevating the standard of care to capture the
$4B+ US ET market
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Praxis treatments will allow patients to fit the right therapy to their
needs to realize improved outcomes
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Longer-term opportunity extends into capturing the undiagnosed
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Tackling Movement Disorders through two mechanisms of action
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Tackling Movement Disorders through two mechanisms of action
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T-Type calcium channels are gatekeepers of neuronal firing
patterns in the CTC circuit
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EEG biomarker of T-Type calcium channels: sigma frequency
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PRAX-944 dose-dependently reduced rat harmaline-induced tremor

and sigma band EEG
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PRAX-944 is a differentiated, selective T-Type calcium channel
blocker
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Extensive safety and PK data from > 165 Healthy Volunteers
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PRAX-944 modified release is optimized to enable once daily
daytime dosing with a well-tolerated safety profile
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PRAX-944 showed robust PK:PD relationship to guide dosing
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Study 221 design
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Examples of clinical measures used in Study 221
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Current patient disposition
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Study 221 demographics representative of the ET population
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TEAEs are mild to moderate and consistent with safety profile
for the program

NUMBER OF PARTICIPANTS WITH CNS RELATED
TREATMENT EMERGENT ADVERSE EVENTS *

Preferred Term Part A ‘ PartB
Any TEAE** 6 10
Dizziness 4 3
Headache 3 1
Cognitive disorder 3
Fatigue 2
Insomnia 2
Paraesthesia 2

*Preferred terms reported by 2 2 ET participants in the OL period,; all reported events to date have been mild to moderate in intensity
**Any participant who experienced a TEAE
PRELIMINARY DATA AS OF 10-0EC-2021 CUTOFF, ONGONG CLINICALTRIALS GOV/CT2ISHOWNCTOS021978 PRAXIS




image57.png
TEAEs leading to dose down-titration or discontinuation were mild-

moderate
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Preliminary Part B data: modified ADL by baseline CUL score
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Preliminary Part B data: TETRAS CUL and TETRAS ADL
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Key learnings from Part A/Part B: implications to Essential1 and
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Moving towards more objective assessments for clinical endpoints
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Key PRAX-944 development questions in ET
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Tackling Movement Disorders through two neuronal systems
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Evidence suggests central role of extrasynaptic GABA, receptors
targeting tremor pathophysiology
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Targeting doses that activate the system without expected

sedation
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PRAX-114 ET Phase 2 study initiated to evaluate safety, tolerability,
PK and efficacy of daytime dosing
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Praxis treatments will allow patients to fit the right therapy to their
needs to realize improved outcomes
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Why Parkinson’s disease matters?
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Current treatment adds to the burden of Parkinson’s disease
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Limitations of dopaminergic therapy
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T-type Calcium Channels modulate the motor circuit in Parkinson’s disease

and overlap with target for Deep Brain Stimulation

Thalamo-Cortical Pathway Thalamo-Cortical Pathway Imbalance in PD

Classic Model (Healthy)  Classical Model (PD)
4 Motor Cortex +Motor Cortex
Striatum Striatum
dMSN <7 IMSN dMSN MSN
SNe
GPe
< -
[GPisN1] <-L GPUSNT] 1
[ Lo | ]
{Thalamus]  prainstom/ —LTMAAMUS|  prainstom /
spinal cord spinal cord
—< Coreoponine ract
STN-Healthy STN-PD
H
—<oter
e e 13 1o LI aa —— Dopaminergic —— Direct Pathway —— Indirect Pathway
—iinhibtory  —» Exclatory

PRAXIS

MCGREGOR MM, NELSON AB NELIRON, 2019, DOI101016/J NEURON 201003004
TAICHET AL J CLIN INVEST. 2011. DOI10.1172/,CH46482




image76.png
Blocking T-type Calcium Channels improves motor activity in 6-OHDA model

of Parkinson's disease
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PRAX-944 in Parkinson's disease - study design
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Our focus is on elevating the standard of care to capture the
$4B+ US ET market
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Upcoming catalysts for Movement Disorders in 2022
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Upcoming catalysts throughout portfolio in 2022
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Upcoming portfolio events in 1TH 2022
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