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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:
	
	
	Trading
	Name of each exchange

	Title of each class
	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. ☐
[image: ][image: ]

Item 2.02.[image: ]	Results of Operations and Financial Condition.

On November 9, 2021, Frequency Therapeutics, Inc. (the “Company”) announced that its unaudited cash, cash equivalents and marketable securities totaled $160.5 million as of September 30, 2021, which does not include Restricted Cash.

Item 7.01.	Regulation FD Disclosure.

On November 9, 2021, the Company posted an updated corporate slide presentation and a slide presentation from its R&D Event to be held today, Tuesday, November 9, 2021 at 8:00 a.m. Eastern Time (R&D Event) in the “Investors & Media” portion of its website at www.frequencytx.com. Copies of the slide presentations are attached as Exhibits 99.1 and 99.2, respectively, to this Current Report on Form 8-K (the “Current Report”).

The information in this Item 7.01 of this Current Report, including Exhibits 99.1 and 99.2, 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, or the Exchange Act, except as expressly provided by specific reference in such filing. The Company undertakes no obligation to update, supplement or amend the materials attached hereto as Exhibits 99.1 and 99.2.

Item 8.01.	Other Events.

On November 9, 2021, the Company announced the following highlights to be disclosed during its R&D Event:

FX-322

· Clinical data review from four completed FX-322 clinical studies, including 169 subjects with a range of hearing loss severities and sensorineural hearing loss (SNHL) etiologies (sudden, noise-induced, age-related).

· Analysis of statistically significant and clinically meaningful patient responses following a single FX-322 administration, establishing the range of severity and etiologies that will be explored in the upcoming FX-322-208 study.

· Review of design of ongoing FX-322-208 study, including use of multiple lead-in hearing measures implemented to reduce study bias and baseline variability.

· Alignment with the U.S. Food and Drug Administration around speech perception measures as a primary efficacy endpoint and the importance of speech perception as the key unmet need for individuals with SNHL.

FX-345

· Introduction of new SNHL investigational therapeutic program, including a more potent GSK3 inhibitor designed to achieve broader exposure of the cochlea.

· Preclinical pharmacokinetic measures and human modeling data have indicated that therapeutically active FX-345 drug levels could be reached in areas of the cochlea corresponding to a wider range of hearing frequencies.

· Potential to benefit an expanded SNHL patient population.

· Investigational New Drug application submission anticipated in Q2 2022.

Remyelination in Multiple Sclerosis[image: ]

· Identified novel therapeutic target that drives oligodendrocyte progenitor cell differentiation and myelination.

· FREQ-162, preclinical stage lead compound, showed substantial remyelination in preclinical studies.

· FREQ-162 being advanced in preclinical safety studies toward the initiation of clinical development.

Forward-Looking Statements

This Current Report contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995. All statements contained in this Current Report that do not relate to matters of historical fact should be considered forward-looking statements, including without limitation statements regarding the design of the new Phase 2 trial of FX-322, including the type of SNHL that the enrolled patients will have and the ability of design features to reduce bias, the interpretation and implications of the results and learnings of other FX-322 clinical studies, the acceptance by the FDA of particular endpoints in the Company’s trials, the treatment potential of FX-322, FX-345, and the novel approach for remyelination in multiple sclerosis, the timing and progress of the FX-345 and remyelination programs, the topics to be discussed during the R&D event, the ability of our technology platform to provide patient benefit, the ability to continue to develop our Progenitor Cell Activation (PCA) platform and identify additional product candidates, and the potential application of the PCA platform to other diseases.

These forward-looking statements are based on management’s current expectations. These statements are neither promises nor guarantees, but involve known and unknown risks, uncertainties 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-looking statements, including, but not limited to, the following: the impact of COVID-19 on the Company’s ongoing and planned clinical trials, research and development and manufacturing activities; the Company has incurred and will continue to incur significant losses and is not and may never be profitable; the Company’s 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 clinical drug development and regulatory approval; the Company’s limited experience successfully obtaining marketing approval for and commercializing product candidates; the results of earlier clinical trials not being indicative of the results from later clinical trials; differences between preliminary or interim data and final data; adverse events or undesirable side effects; disruptions at the FDA and other regulatory agencies; failure to identify additional product candidates; new or changed legislation; failure to maintain Fast Track designation for FX-322 and such designation failing to result in faster development or regulatory review or approval; ability to seek and receive Breakthrough Therapy designation for FX-322; the Company’s ability to enroll and retain patients in clinical trials; costly and damaging litigation, including related to product liability or intellectual property or brought by stockholders; dependence on Astellas Pharma Inc. for the development and commercialization of FX-322 outside of the United States; misconduct by employees or independent contractors; reliance on third parties, including to conduct clinical trials and manufacture product candidates; compliance with changing laws and regulations, including healthcare and environmental, health, data privacy and safety laws and regulations; failure to obtain, maintain and enforce protection of patents and other intellectual property rights covering product candidates; security breaches or failure to protect private personal information; attracting and retaining key personnel; and the Company’s ability 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 12, 2021 and its other reports filed with the SEC could cause actual results to differ materially from those indicated by the forward-looking statements made in this Current Report. Any such forward-looking statements represent management’s estimates as of the date of this Current Report. While the Company may elect to update such forward-looking statements at some point in the future, it disclaims any obligation to do so, even if subsequent events cause its views to change. These forward-looking statements should not be relied upon as representing the Company’s views as of any date subsequent to the date of this Current Report.

Item 9.01.[image: ]	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 November 9, 2021

	99.2
	
	Frequency Therapeutics, Inc. R&D Event Slide Presentation

	
	
	
	

	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: November 9, 2021
	By:
	/s/ David L. Lucchino

	
	Name:
	David L. Lucchino

	
	Title:
	President and Chief Executive Officer
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Disclosures

Honorarium from Frequency TX to review all clinical data from past studies
and assess planned clinical trial. Participated on external panel of KOL's
on auditory science.

Primary employment at Northwestern University.

Parts of my salary are paid by the NIH and PCORI.

| receive royalty and consulting fees from Plural Publishing.
| receive licensing fees from Etymotic Research.

| serve on the Board of Directors of the American Auditory Society.

| serve on the Board of Directors of LeAP (Language Empowers All People).
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BioXcel Therapeutics Inc., Denovo Biopharma, EMA Wellness,
Epiodyne, Frequency Therapeutics, Functional Neuromodulation
LLC, Johnson and Johnson PRD, Karuna Pharmaceuticals,
Methylation Sciences Inc., Merck Inc., Navitor Pharmaceuticals,
Neurim Pharmaceuticals, Neurocrine, Pax Neuroscience, Resilience
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» Enables coverage of large portion
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Potential to address additional
SNHL patient types
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of a range of dose levels
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We believe FX-322 restores hearing.

We know characteristics of FX-322 responders.

Learnings from previous trials informed new trial design wi
strong controls and FDA approved clinical endpoints.

We have a compelling new hearing program that will allow us to
explore the impact of going deeper into the cochlea.

We also have an exciting remyelination program in multiple
sclerosis with a novel target and a strong response /n vivo.

We are a well capitalized company with resources to deliver
innovation for patients and value for investors.

© Froquency Therapeutics lnc. | 94




image162.png
Pioneering a New o
in Regenerative Med

Frequency Therapeutics VirtualR&D Event
November 9, 2021
FREQUENCY =

THERAPEUTICS e=




image10.png




image11.png




image12.png




image13.png




image14.jpeg
Exhibit 99.1

Pioneering a New Cd
in Regenerative

Frequency Therapeutics Corpogéte Presentation

FREQUENCY =

THERAPEUTICS ==




image15.png
“This presentation contains forward-iooking statements within the meaning of the.
Private Securies Litigation Reform Act of 1995 Al statements contained in this
presentation that do notrelate to matters of historical fact should be considered
forwarct-ooking statements, ncluding without imitation statements regarding the
timing and design of the new Phase 2b rial of FX-322, including the type of
'SNHL that the enrolled patients wil have and the abilty of design features to
reduce bias, the interpretation and implications of the results and learnings of
other FX-322 ciinical studies, the acceptance by the FDA of particular endpoints.
nthe Company's trias, the treatment potential of FX-322, FX-345, and the novel
‘approach for remyeiination in multple sclerosis,the timing and progress of the
FX:345 and remyelination programs, the sufficiency of the Company's cash, cash
‘equivalents and short-term investments, estimates of the size of the hearing loss.
population and population at isk for hearing loss, estimates of the commercial
‘opportunity of FX-322 and the impact on existing treatment paradigrs, the abilty
of our technology platform to provide patient benefi, and the poteniial application
of the PCA platiorm to other diseases.

These forward-looking statements are based on management's current
‘expectations. These statements are neither promises nor guarantees, but involve.
known and unknown risks, uncertainties 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
forwarc-ooking statements, ncluding, but not limited 1, the following: the impact
of COVID-19 on the Company's ongoing and planned clinical trials, research and.
development and manufacturing actvties, the relocation of the Company's
offces and laboratory faciites, the Company's business and financial markels;
Frequency Therapeuics (the *Company’) has incurred and will continue to incur
significant losses and is not and may never be profitable; need for addtional
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

—

Forward-Looking Statements and Other Disclaimers

FREQUENCY =

THERAPEUTICS =

process of clinical drug development and regulatory approval;imited experience
successfully obtaining marketing approval or and commercializing product
‘candidates; the results of earlier clinical tias not being indicative o the results
from ater clinical trals; differences between preliminary or interim data and final
data; adverse events or undesirable side effects; disruptions at the FDA and other
regulatory agencies; failure to identiy additional product candidates; new o
changed legislation; faiure to maintain Fast Track designation or X322 and
such designation faiing o resultn faster development or regulatory review or
‘approval; costly and damaging ltigation, including related to product iabilty,
intellectual property or brought by stockholders; dependence on Astellas Pharma
Inc. for the development and commercialization of FX-322 outside of the Urited
‘States; misconduct by employees or independent contractors; eliance on third
partes, including to conduct cinical trals and manufacture product candidates;
‘compiiance with laws and regulations,including healthcare and environmental,
heaith, and safety laws and regulations; failue to obiain, maintain and enforce
protection of patents and other intellectual property; securit breaches or faiure.
o protect private personal nformation; attracting and refaining 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 fled with the Securities and Exchange Commission
(SEC) on August 12, 2021 and is other reports filed with the SEC could cause
actual resuls to differ materialyfrom those indicated by the forward-looking
statements made in this presentation. Any such forwarc-looking statements
represent management’s estimates as of the date of this presentation. While the
‘Company may elect to update such forward-ooking statements at some pointin
the future, it disclaims any obligation to do 5o, even f subsequent events cause
its views 1o change. Thess forwarc-ooking statements should not b relied upon
as representing the Company's views as of any date subsequent to the date of
this presentation
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Our Path Forward i FREQUENCY =

We believe FX-322 restores hearing.

We know characteristics of FX-322 responders.

Learnings from previous trials informed new trial design with'
strong controls and FDA approved clinical endpoints.

We have a compelling new hearing program that will allow us to
explore the impact of going deeper into the cochlea.

We also have an exciting remyelination program in multiple sclerosis
with a novel target and a strong response in vivo.

We are a well capitalized company with resources to deliver innovation
for patients and value for investors.

= $160.5m in cash and cash equivalents*, runway into 2023

« Ex-US partnership with Astellas, significant milestones and royalties

“Number reflects unauited Cash, Cash Equivalents, and Marketable Securites as of

9130721, and does not include Restricted Cash
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Astellas Collaboration: FREQUENCY =
Ex-US Development and Commercialization of FX-322

+ Development and commercialization collaboration for
FX-322, including lifecycle improvements

* 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
$65.0 million and $25.0 million upon the first dosing of a o .
patient in a Phase 2b clinical trial for SNHL in Europe and Research focus in regenerative

Asia, respectively medicine

- $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.

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 Pharmaceuticals

= 3 3

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.

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.

Quentin McCubbin, Ph.D.
Chief Manufacturing Officer

Led pharmaceutical sciences and
process chemistry at Takeda /

Millennium and headed technical
‘operations Cerevel Therapeutics.
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Peter Pfreundschuh
Chief Financial Officer

CFO of numerous public lfe sciences
‘companies including UroGen and
Sucampo, as well s business
development and finance leadership
positions at Astra Zeneca and J&J.

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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“This presentation contains forward-iooking statements within the meaning of the
Private Securies Litigation Reform Act of 1995 Al statements contained in this
presentation that do not relate to matters of hstorical fact should be considered
forwarcH-ooking statements, ncluding without imitation statements regarding the
timing and design of the new Phase 2b rial of FX-322, including the type of
'SNHL that the enrolled patients will have and the abilty of design features to
reduce bias, the interpretation and implications of the results and learnings of
other FX-322 ciinical studies, the acceptance by the FDA of particular endpoints.
inthe Company'strias, the treatment potential of FX-322, FX-345, and the novel
‘approach for remyeiination in multple sclerosis,the timing and progress of the
FX:345 and remyelination programs, the abilty of our technology platform to
provide patient beneft, the abilty to continue to develop our Progenitor Cell
Activation (PCA) platiorm and identity additional product candidates, the potential
appiication of the PCA platform o other diseases, and the sufficiency of the
Company's capita resources.

These forward-looking statements are based on management's current
‘expectations. These statements are neither promises nor guarantees, but involve.
known and unknown risks, uncertainties and other important factors that may.
‘cause actual resuls, performance or achievements to be materially different from
any future results, performance or achievements expressed or implied by the
forwarc-ooking statements, ncluding, but not imited 10, the ollowing: the impact
of COVID-19 on the Company's ongoing and planned clinical trials, research and.
development and manufacturing activities, the Company's business and financial
‘markets; the Company has incurred and willcontinue to incur significant losses
‘and is not and may never be profitabe; the Company's need for adtional
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 cinical drug development and regulatory approval;imited experience.
successfully obtaining marketing approval for and commercializing product

—

Forward-Looking Statements and Other Disclaimers

FREQUENCY =
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‘candidates; the results of earlier clinical tias not being indicative of the results
from ater clnical ral; differences between preliminary or interim data and final
data; adverse vents or undesirable side effects; disruptions at the FDA and other
regulatory agencies; failure to identiy additional product candidates; new or
changed legislation; faiure to maintain Fast Track designation or FX-322 and
such designation faiing o resultn faster development or regulatory review or
‘approval; costly and damaging ligation including related to product liabilty or
intellectual property or brought by stockholders; dependence on Astellas Pharma
Inc. for the development and commercialization of FX-322 outside of the Urited
‘States; misconduct by employees or independent contractors; reliance on third
partes,including to conduct clinica trals and manufacture product candidates;
‘compliance with laws and regulations,including healthcare and environmena,
heaith, and safety laws and regulations; failure to obiain, maintain and enforce
protection of patents and other intellectual property; securit breaches or faiure.
o protect private personal nformation; attracting and refaining 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 fled with the Securities and Exchange Commission
(SEC) on August 12, 2021 and its other reports filed with the SEC could cause
actual resuls to differ materialyfrom those indicated by the forward-looking
statements made in this presentation. Any stich forwarc-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 pointin
the future, it disclaims any obligation 1o do 5o, even if subsequent events cause
its views to change. These forwarc-looking statements should not be relied upon
as reprosenting the Company's views as of any date subsequent to the date of
this presentation.
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Developing the First Therapeutic
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Regenerative Programs

What if we were able
to get drug deeper
into the cochlea?

What if we could extend
our approach to other
degenerative diseases?
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David L. Lucchino
President and CEO

Dr. Robert Langer, PhD.
Scientific: co-founder of Frequency
David H. Koch MIT Institute Professor

Carl LeBel, PhD
Chief Development Officer

Kevin Franck, PhD
SVP, Strategic Marketing and
New Product Planning

Sumit Dhar, PhD
Hugh Knowles Professor of Hearing Science,
Northwestern University

Steven D. Targum, MD
Scientific Director, Signant Health

Pioneering a new category in regenerative medicine

Advancing the first hearing restoration drug candidate

— Pooled FX-322 data show clear improvement in speech perception
— Well-designed and powered FX-322 Phase 2b study

— Clear understanding of hearing loss types that may benefit

— FDA alignment on primary endpoints

KOL perspectives

— Why FX-322 data align with how the inner ear is expected
to respond

— Strength of new FX-322 study design

Chris Loose, PhD
Chief Scientiic Officer

Sanjay Magavi, PhD
VP, Myelination Research

Expanding regenerative pipeline with two new programs
— FX-345 in hearing restoration
— FREQ-162 for remyelination in MS
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