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SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549
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CURRENT REPORT

Pursuant to Section 13 or 15(d)
of the Securities Exchange Act of 1934

Date of report (Date of earliest event reported): September 6, 2024
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Invivyd, Inc.

(Exact Name of Registrant as Specified in its Charter)
[image: ]


	Delaware
	001-40703
	85-1403134

	(State or Other Jurisdiction
	(Commission
	(IRS Employer

	of Incorporation)
	File Number)
	Identification No.)

	1601 Trapelo Road, Suite 178
	
	

	Waltham, MA
	
	02451

	(Address of Principal Executive Offices)
	
	(Zip Code)



Registrant’s telephone number, including area code: (781) 819-0080

Not applicable

(Former Name or Former Address, if Changed Since Last Report)
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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, par value $0.0001 per share
	
	IVVD
	
	The Nasdaq Stock Market LLC
	



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 8.01.[image: ]	Other Events.

On September 6, 2024, Invivyd, Inc. posted an updated corporate presentation on its website at www.invivyd.com. A copy of the presentation is filed herewith as Exhibit 99.1 and is incorporated by reference in this Item 8.01.

Item 9.01.	Financial Statements and Exhibits.

(d) Exhibits

Exhibit
No.	Description
[image: ]

99.1	Corporate Presentation, dated September 6, 2024

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, as amended, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

INVIVYD, INC.

Date: September 6, 2024	By:	/s/ Jill Andersen
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Jill Andersen

Chief Legal Officer and Corporate Secretary

Exhibit 99.1
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September 2024
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iT's 2024 AND YET...

Approximately every

8 MINUTES,

a person in the U.S. DIES
with COVID-19*

INVIVYD
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SO, WHILE YOU WERE...





image19.png
® =
MOREOVER, COVID-19 PLAYS'NEVERENDING
ROULETTE WITH OUR OVERALL HEALTH

Cumulative Incidence of Post-acute Sequelae (“Long COVID®)
of COVID-19 Infection’

Dference, 173 5% CL 20810 -1.42) -





image20.png
COVID-19 IS THE MOST DAMAGING AND DEADLY OF PREVALENT
RESPIRATORY VIRUSES

COVID-19 is the leading cause of hospitalizations and death
from respiratory viruses in the U.S. (2023-2024 data)*

Deaths*

covip-19 460,000 45,200
INFLUENZA 272,000 9.900°
RSV 179,000 ~6,000-10,0004
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THE VIRUS WILL NEVER GO AWAY
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COVID-19 BURDEN RESTS DISPROPORTIONATELY
ON THE IMMUNOCOMPROMISED

Updated INFORM study data from England (1H 2023)
found that in a sample of nearly 12 million people':

Immunocompromised people accounted
4% of the study population... for: .
EPOCH 2022 analysis?

~23% D-19 Immunocompromised
hospitalizations

people accounted for
~30% of total costs for first
COVID-19 hospitalization
~22%o 19 despite accounting for only
deaths ~3% of the study population

— G

immimocompromed Even though almost 73% of the
£ 5 =
had received 24 COVID-19 vaccine doses
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WE BELIEVE COVID-19 VACCINES ARE INSUFFICIENT FOR REAL
PROTECTION, ESPECIALLY FOR IMMUNOCOMPROMISED PEOPLE

Adults>18 years by

munocompromiss cineEfeciveneas AgainstHospializton e TR e

Effectiveness (VE) estimate data
available for
Immunocompromised (IC)
persons presented to ACIP
shows VE at max ~38%

term (when vaccine dose is given
7-59 days earlier)!

Perhaps not surprisingly, the
CDC recommends IC
populations boost no more than
every 2 months, or no more than
6 times per year?
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WHEREAS ANTIBODIES HAVE BEEN SHOWN TO PROTECT PEOPLE FROM
GETTING SICK WITH COVID-19

Adintrevimab' Tixagevimab-+cilgavimab Pemivibart?4*
(“Evusheld")2*
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WE SEE THE COVID-19 “STANDARD OF CARE” AS SUB-STANDARD,
CREATING IMMENSE OPPORTUNITY FOR MONOCLONAL ANTIBODIES

Prevention
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Gonen

~38% vaccine effectiveness against hospitalization in
IC for 2023-2024 vaccine'

Potential strain mismatch for 2024-2025 vaccine?®

Paxlovid™ is standard of care, but prominent drug-
drug interaction issues and potential for rebound*s*

Lagevrio™ is associated with viral mutagent

Veklury® requires daily infusions over multiday
treatment period”

>$10B

2024 Estimated Revenue®
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THE REALITY: SARS-COV-2 CONTINUES TO EVOLVE', AND SO MUST WE
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monoclonal
antibodies
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ADDRESSING REALITY: INVIVYD’S PROPRIETARY PLATFORM

‘We are working to raise the bar on the standard of care by continually staying ahead
of viral evolution

<A [ b
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OUR PLATFORM OFFERS HIGH SPEED, HIGH CONFIDENCE INNOVATION

General alignment reached with
of COVID-19, based on compact clinical programs to establish safety.

- Constant monitoring & sereening
low-cost IND enablement!
Initial safety & PK cohorts

Master, registrational clinical trial protocol expected to enable:
« Compact pivotal cohorts (300-600)
« Shortterm (Day 7) and long-term (Day 28) PK / sVNA endpoint

_—< Future potential EUAs for serial, novel mAbs using an immunobridging pathway

Key efficacy endpoint for COVID-19 Treatment and PrEP is sVNA titers:
a simple calculation of mAb plasma concentration / ICs,
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No competitor has currently :
demonstrated the technology or

strategy to compete in serial mAb
development
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PEMGARDA™ REPRESENTS THE REBIRTH OF MABS FOR
IMMUNOCOMPROMISED PATIENTS AND A DEBUT FOR INVIVYD
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THE PEMGARDA™ LAUNCH IS UNDERWAY - KEY METRICS

As of May 1 As of June 30 As of July 31
HCP Interactions
e 34 1,338 2,029
Unique Accounts
Eieien 33 679 909
Accounts Ordered 7 15 208

* Centers for Medicare and Medicaid Services (CMS) had issued product specific HCPCS
codes for PEMGARDA drug and administration with no copay for Medicare patients

+ Rapid growth in commercial coverage across national and regional plans, including United
Health Care, Aetna, Cigna, and Regional Blue Cross Blue Shield Plans
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POTENTIAL PEMGARDA™ TREATMENT EUA WOULD EXPAND
COMMERCIAL REACH

® 0 ¢

Despite its limitations, If authorized, PEMGARDA We plan to leverage
ongoing use of Paxlovid would represent the first and infrastructure
for COVID-19 treatment’ only mAb authorized for use built with field team for
demonstrates a strong in PrEP and treatment of PEMGARDA PrEP to
market for treatment COVID-19 in certain gain traction for
options immunocompromised patients treatment if authorized

An EUA amendment request for PEMGARDA has been
submitted to FDA for COVID-19 treatment
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NEXT UP: VYD2311, A MAB WITH IN VITRO HIGH POTENCY SHOWN
AGAINST POST-OMICRON COVID-19 VARIANTS TESTED TO DATE

Our next-generation mAb, VYD2311, improves biophysical
properties; shows continued in vitro neutralization activity in
pseudovirus assays against KP1.1 FLIRT, KP.2 FLIRT, and KP.3 variants,
including KP.3.1.1 and LB.1

Development:

* First-in-human (FIH) trial initiated in Summer 2024

+ Development program for VYD2311 designed to evaluate diverse routes of
administration (e.g., IV, IM) for treatment and PrEP
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POTENTIAL FOR ADJACENT OPPORTUNITIES
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SUMMARY

COVID-19 is here to stay—it’s how we stay ahead that matters.

AN
Y mAbs are powerful and Invivyd is the virology mAb company
N/

Our platform is designed to power best-in-class mAbs, unrivalled by our competitors
3

For COVID-19 and pandemic threats, we aim to be perpetually ready
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MANAGEMENT TEAM WITH RELEVANT EXPERTISE AND TRACK RECORD
OF SUCCESS
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