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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 (see General Instructions A.2 below):

· 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, par value $0.001 per share
	
	FREQ
	
	The Nasdaq Stock Market LLC (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. ☐
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Item 7.01.[image: ]	Regulation FD Disclosure.

On September 12, 2022, Frequency Therapeutics, Inc. (the “Company”) posted an updated corporate slide presentation in the “Investors & Media” portion of its website at www.frequencytx.com. A copy of the slide presentation is attached as Exhibit 99.1 to this Current Report on Form 8-K (the “Current Report”).

The information in Item 7.01 of this Current Report, including Exhibit 99.1 attached hereto, is intended to be furnished and 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 it be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended (the “Securities Act”), or the Exchange Act, except as expressly set forth by specific reference in such filing. The Company undertakes no obligation to update, supplement or amend the materials attached hereto as Exhibit 99.1.

Item 9.01.	Financial Statements and Exhibits.

(d) Exhibits

The following exhibits relate to Items 7.01, and shall be deemed to be furnished, and not filed:

	Exhibit
	
	

	No.
	
	Description

	
	
	
	

	99.1
	
	Frequency Therapeutics, Inc. Corporate Slide Presentation as of September 12, 2022

	104
	
	Cover Page Interactive Data File (embedded within the Inline 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.

	
	FREQUENCY THERAPEUTICS, INC.

	Date: September 12, 2022
	By:
	/s/ David L. Lucchino

	
	Name:
	David L. Lucchino

	
	Title:
	President and Chief Executive Officer
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Exhibit 99.1

Frequency Therapeutics Corpogéte Presentation
September 2022
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Forward-Looking Statements and Other Disclaimers FREQUENCY =

THERAPEUTICS =

This presentation contains forwarcHlooking statements within the meaning of the.
Private Securities Litigation Reform Act of 1995, All statements contained in this
presentation that do not relate to matters of historical fact should be considered
forward-ooking statements, including without imitation statements regarding the
design of Frequency Therapeutics' the “Company”) Phase 2b trial of FX-322,
including the type of SNHL that the enrolled patients wil have and the abilty of
design features to reduce bias, the timing of the Company's ral, including the
Phase 2b trial of FX-322, Phase 1b tral of FX-345, and Phase 1 trial n the
multiple scleros's (*MS”) remyelination program, the interpretation and
implications of the results and learnings of previous FX-322 clinical studies, the
acceptance by the FDA of particular endpoints in the Company's trials, the.
treatment potential o FX-322, FX-345, and the novel approach for remyelination
in MS, the timing and progress ofthe FX-345 and remyelination programs, the
sufficiency of the Company's cash, cash equivalents and short-term investments,
estimates o the size o the hearing loss population and population at isk for
hearing loss, estimates of the size ofthe population with MS, estimates of the
commercial opportunity of FX-322, FX-345, and the novel approach to
remyelination, the impact on existing treatment paradigms, the potential for payor
reimbursements for treatment, the abilty of our technology platform to provide:
patient benefit, and the potential application of the progentor cellactivation
(“PCA?) platiorm to other diseases.

These forward-iooking statements are based on management's current
expectations. These statements are neither promises nor guarantees, but involve:
Known and unknown rsks, uncertaintes and other important factors that may
cause actual results, performance or achievements to be materially different from
any future results, performance or achievements expressed or implied by the
forward-ooking statements, including, but notlimited o, the following: the impact
of COVID-19 on the Company's ongoing and planned cinica trial, research and
development and manufacturing activtes, the Company's business and financial
markets; the Company has incurred and willcontinue to incur significant osses.
and s not and may never be profitable; need for additional funding to complete
development and commercialization of any product candidate; the Company's.

dependence on the development of FX-322; the unproven approach of the PCA
platform; the lengthy, expensive and uncertain process of clnical drug
development and regulatory approval; imited experience successfully obtaining
marketing approvalfor and commercialzing product candidates; the resuls of
earier cinical trials not being indicative of the resuls from later ciinical riak;
diflerences between preliminary o interim data and final data; adverse events or
undesirable side effects; isruptions at the FDA and other reguiatory agencies;
failure o identiy additional product candidates; new or changed legislation;
failure to maintain Fast Track designation for FX-322 and such designation faiing
1o result in faster development or regulatory review or approval costly and
damaging ltigation, including related to product iabilty, intellectual property or
brought by stockholders; dependence on Astelas Pharma Inc. for the
development and commercialization of FX-322 outside of the United States;
misconduct by employees or independent contractors; reiance on third partes,
including to conduct cinical rials and manufacture product candidates;
compliance with laws and regulations, including healthcare and environmental,
health, and safety laws and regulations; failure to obtain, maintain and enforce
protection of patents and other itellectual property; securit breaches or failure
to protect private personal information; atracting and retaining key personnel;
and abilty to manage growth

These and other important factors discussed under the caption “Risk factors” in
the Company's Form 10-Q filed with the Securities and Exchange Commission
(SEC) on August 9, 2022 and is other reports filed with the SEC could cause
actualresuls to difer materially from those indicated by the forward-looking
statements made in this presentation. Any such forward-looking statements.
represent management's estimates as of the date of this presentation. While the
‘Company may elect to update such forward-looking statements at some point in
the futur, t disclaims any obligation to do so, even f subsequent events cause
its views to change. These forward-iooking statements should not be relied upon
as representing the Company's views as of any date subsequent to the date of
this presentation

© Frequency Therapeutcs, nc.
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+ Using small molecules to activate the body’s
innate regenerative potential

« Applicable to many other degenerative diseases
with large patient populations

pportunity

I'he fi r

« Potential to transform treatment for millions
« Key clinical readout in Q1 2023
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Significant Near-Term Clinical Milestones and Data Read
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Transforming the Standard of Care for Hearing Loss FREQUENCY =
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UNMET NEED CHANGING THERAPY
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FX-322: FREQUENCY =

FX-322 is administered via a standard The injection concentrates FX-322
intratympanic injection, a routine in the cochlear region critical for
procedure performed by ENTs speech intelligibility

3
S % The Cochlea

§s





image19.png
= 5-word increase out
of 50 (10% absolute)
is clinically meaningful

« Impacts treatment
recommendation

* Individuals with stable
hearing loss do not
spontaneously improve

Clinical Impact of a 5-word Improvement

Number of Words Correct

(out of 50)

50

40

30

20

10

Speech perception
range of
cochlear implant
candidate

N

5-word improvement
can allow individual to

FREQUENCY =





image20.png
Speech Perception Improvements FREQUENEYSS.

Data from FX-322 - 201 Phase 1/2 Study
= More than 30% of 50
subjects had a greater
than 5-word
improvement in speech
perception scores

40

30

« Some subjects
more than doubled
their scores

(out of 50)

20 Baseline
L Correct words
outof 50

+ Some maintained

improvements one to 1
two years later [ Statistically
Significant

o

Subject 1 Subject 2 Subject 3 Subject 4 Subject 5

Number of Words Correct





image21.png
Outcomes from Five FX-322 Studies

Building a Clinical Path for a Hearing Therapeutic
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Pooled FX-322 Data Across Studies Shows Pattern of Response FREQUENCY =
Studies 201, 111, 112 & 113
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FX-322-208 Phase 2B study FREQUENCY =
Powered to show statistically significant improvement in speech perception
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Clearly Defined Criteria for FX-322-208 Study Success FREQUENCY =

Powered to detect Pre-Specified Responder
efficacy over placebo Definition

Study powered to show greater Responders have statistically significant

responder rate in FX-322 treated and clinically meaningful improvements

patients than placebo (p<0.05)* (Exceed 95% confidence interval on
speech perception test*)

*80% p effect size

*Speech perception test used as a primary endpoint i pre-specified
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was v 1 15
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Clear Commercial Path

Small molecule
approach
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Opportunities Enabled by a FREQUENCY =
Positive FX-322-208 Study Outcome

Regulatory

Defined path to registrational studies
« Potential for FX-322-208 to be considered a pivotal study
+ One additional study for approval

Potential for Breakthrough Therapy designation

FX-322 Partner Milestones K. q(ellas

$625m for ex-US development

and commercialization

AST Development milestone payments to Frequency
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FREQUENCY =

What if we were able
to get greater drug
distribution in the
cochlea?
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S FREQUENCY =
Working to Achieve Broad Exposure Through the Cochlea

« Second hearing restoration
program

 Enables coverage of a large
portion of the cochlea

« Potential to address additional
SNHL patient types

« Formulation enabling evaluation
of a range of dose levels

« Developing in addition to FX-322.
Clinical data will drive commercial
positioning
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Novel Frequency Small Molecule Inhibitors Drive FREQUENCY =~

Oligodendrocyte Differentiation

v Lead Optimization generated FREQ-162
351

Highly potent

*okk
*ok ok
*ok ok
* ko

30
Highly efficacious

27 Orally bioavailable
204 Brain penetrant
i Novel chemical

15
entity

104 Patent application
filed

054

Frequency discovered a novel 0
and highly effective target T

1 3 10 30 100

% Newly Differentiated Oligodendrocytes

=+

T
N 2 9B
Developed novel chemical S S5 M oM M oM oM
entities that are highly potent inducers g 58
of oligodendrocyte differentiation 2

FREQ-162





image36.png
—

FREQ-162 Outperforms Literature Compounds /n Vivo FREQUENCY =

THERAPEUTICS =

Adult mice received 3 doses of comparator compounds or a single dose of FREQ-162
Brains were stained for a marker of newly generated oligodendrocytes
Single dose FREQ-162 induces more OPCs to differentiate than comparator compounds

Vehicle T3/ Thyromimetic a-Lingo Antibody Clemastine / Anti-Muscarinic FREQ-162

X 3 days 10 mglkg x 3 days 5mglkg x 3 days 75mgkgx3days 5 mglkg, Single Dose

Thyroid Hormone: a-Lingo antibody: Clemastine: FREQ-162 induces formation
Thyromimetic Class Blocking antibody Anti-Muscarinic Class of newly differentiated

oligodendrocytes in both
white and gray matter

© Froquency Therapeutcs, nc. | 25
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FREQ-162 Outperforms Published Compounds /In Vivo FREQUENCY =
Adult mice received up to 10 daily doses of comparators or a single dose of FREQ-162

Brains were stained for Myelin Basic Protein (green)

Single dose FREQ-162 induces more remyelination than comparator compounds
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Remyelination: Path Forward FREQUENCY =

Discovered novel target
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Our Path Forward

Q1 Readout for lead hearing restoration program
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Second hearing restoration program to explore the i
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$111.1m in cash and cash equivalents*, runway into 2024
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« Astellas has ex-US rights; Frequency retains US rights 7
to FX-322 astellas

« Payments of up to $625mm which included $80mm upfront Strategic commitment to invest in
- Development milestone payments to Frequency of ENT as a therapeutic area

Research focus in regenerative

$65.0 million and $25.0 million upon the first dosing of a ’
medicine

patient in a Phase 2b clinical trial for SNHL in Europe and
Asia, respectively

-$100.0 million and $40.0 million upon the first dosing of a
patient in a Phase 3 clinical trial for SNHL in Europe and
Asia, respectively

Global footprint in major markets
and distributorship model in
Africa/ME and LATAM

+ Development & commercialization:
Astellas responsible for execution and costs of ex-US clinical
development and commercialization
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Proven Leadership Team

David Lucchino
President, CEO
& Co-Founder

Former CEO of Entrega Bio
(PureTech). Co-founder / CEO of
‘Semprus BioSciences (acquired),
Polaris Partners. MIT Sloan Fellow.

Dana Hilt, M.D.
Chief Medical Officer

Neurologist and neuroscientist
with two decades in biopharma
and CNS drug development.
Amgen, Lysosomal, Forum
Pharma.

Quentin McCubbin, Ph.D.
Chief Manufacturing Officer

Led pharmaceutical sciences and
process chemistry at Takeda /

Milennium and headed technical
‘operations Cerevel Therapeutics.
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Chris Loose, Ph.D.
Chief Scientific Officer
& Co-Founder

Co-founder/CTO of Semprus
BioSciences through FDA / CE
clearance and acquisition. Princeton,
MIT, Hertz Fellow and Yale Faculty.

Sue Stewart, J.D., LLM
Chief Regulatory Officer

CRO at numerous biopharma
‘companies including Kaleido
Biosciences, Candel Therapeutics,
and regulatory leadership roles at
‘Tokai Pharma, Transmolar and
Genzyme Corp.
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Carl Lebel, Ph.D.
Chief Development Officer

Chief Scientific Officer of
Otonomy (2009 to 2016).
Executive Director, Amgen.
Scientific fellow of the American
Academy of Otolaryngology.

Wendy Arnold
Chief People Officer

HR leader with extensive life science

experience including senior leadership

roles at Kaleido Biosciences,
Moderna, Celgene Avilomics
Research, and Inotek Pharmaceutical
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Scientific Advisory Board
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of Stem Celland
Rogenerative Bology.
Harvard University

Clinical Advisory Board

Dan Lee, Rene Gifford,
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Director, Pediatic ‘Associate Director of
Otology and Pediatric Audology.
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Eye and Ear Implant Program,
Vanderbit University
Chris Runge, Joni Doherty,
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of Communication of Glnical
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Keck School of
Medicine of USC.

Steve Rauch,
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Director, Vestibular
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Director, Mass. Eye
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Julie Arenberg,
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Associate Director
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for Research and
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Ruth Litovsky,
Ph.D.
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Communcatons Sciences
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David Friedland,
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