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This presentation contains forward-looking statements for the purposes of the safe harbor provisions under The Private Securities Litigation Reform Act of 1995 and other federal 
securities laws. The use of words such as “anticipate,” “expect,” “believe,” “plan,” “estimate,” “may,” or “potential,” and other similar expressions are intended to identify forward-looking 
statements, although not all forward-looking statements contain these identifying words. These forward-looking statements include, among other things, statements about expectations 
for Voyager’s achievement of preclinical and clinical development milestones for its potential development candidates such as the identification of lead development candidates, IND and 
CTA filings, the initiation and advancement of clinical trials, including SAD and MAD trials for VY7523, and the generation of clinical data and proof-of-concept; the potential for third-party 
clinical data to inform Voyager’s product development programs; Voyager’s ability to expand beyond gene therapy and antibodies into other modalities of neurogenetic medicine, 
including Voyager NeuroShuttleTM and small molecule therapies; Voyager’s ability to generate near-term and long-term funding through reimbursement, upfront, milestone and royalty-
based fees (as applicable) under its existing licensing and collaboration agreements, and to obtain data regarding the performance of its TRACER-derived capsid families licensed to its 
collaborators and partners under such agreements; Voyager’s ability to maintain and advance product development programs under its current partnerships and collaborations, including 
the anticipated timing of regulatory submissions by collaborators; and the sufficiency of Voyager’s cash resources. These forward-looking statements are only predictions, and Voyager may 
not actually achieve the plans, intentions, or expectations disclosed in the forward-looking statements. All forward-looking statements are based on estimates and assumptions by 
Voyager’s management that, although Voyager believes such forward-looking statements to be reasonable, are inherently uncertain and subject to risks and uncertainties that may cause 
actual results to differ materially from those that Voyager expected. Such risks and uncertainties include, among others, the expectations and decisions of regulatory authorities; the 
timing, initiation, conduct, and outcomes of Voyager’s preclinical studies and clinical trials; the availability of data from internal or third-party clinical trials; the success of Voyager’s 
product candidates; the availability or commercial potential of product candidates under collaborations; the willingness and ability of Voyager's collaboration partners to meet obligations 
under collaboration agreements with Voyager; the continued development of Voyager’s technology platforms, including Voyager’s TRACER capsid discovery platform and its non-viral 
discovery platform; Voyager’s scientific approach and program development progress, and the restricted supply and increased costs of critical research components; the development by 
third parties of capsid identification platforms and capsids that may be competitive to Voyager’s TRACER capsid discovery platform; Voyager’s ability to create and protect intellectual 
property rights associated with the TRACER capsid discovery and non-viral platforms, the capsids and ligands identified by the platforms, and development candidates for Voyager’s 
pipeline programs; the possibility and the timing of Voyager’s receipt of program reimbursement, development or commercialization milestones, option exercise, and other payments 
under Voyager’s existing licensing or collaboration agreements; the ability of Voyager to negotiate and complete licensing or collaboration agreements with other parties on terms 
acceptable to Voyager and the third parties; the success of programs controlled by third-party collaborators in which Voyager retains a financial interest; the ability to attract and retain 
talented directors, employees, and contractors; and the sufficiency of Voyager’s cash resources. These statements are also subject to a number of material risks and uncertainties that are 
described in Voyager’s most recent Annual Report on Form 10-K filed with the Securities and Exchange Commission, as updated by its subsequent filings with the Securities and Exchange 
Commission. Any forward-looking statement speaks only as of the date on which this presentation was presented. Voyager undertakes no obligation to publicly update or revise any 
forward-looking statement, whether as a result of new information, future events or otherwise, except as required by law. © Voyager Therapeutics, Inc.
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Background

• Accumulation and seeding of pathological tau in 

Alzheimer’s disease (AD) is believed to propagate 

preferentially through brain regions that are synaptically 

and functionally connected

• The pattern of tau protein spread in AD correlates with 

the development and progression of cognitive symptoms 

and functional decline

• VY7523 (formerly VY-TAU01) is a humanized 

immunoglobulin gamma 4 (IgG4) monoclonal antibody 

that targets a specific epitope on the C-terminal region of 

tau

•  VY7523 is hypothesized to inhibit the extracellular spread 

of pathological tau and, thereby, potentially prevent AD 

progression 
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SINGLE ASCENDING DOSE STUDY IN HEALTHY ADULT PARTICIPANTS

First-in-Human Study of VY7523
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Screening

Cohort 1

Cohort 2

Cohort 3

Cohort 4

Cohort 5

Cohort 6

Sentinel Participants (N=2)
1:1 VY7523:Placebo

Remaining Participants (N=6)
5:1 VY7523:Placebo

Single dose +
48 hrs inpatient observation

Outpatient follow-up
12 weeks (Cohort 1-3)
16 weeks (Cohort 4-6)



SINGLE ASCENDING DOSE STUDY IN HEALTHY ADULT PARTICIPANTS

First-in-Human Study of VY7523
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Population Objectives
Primary

Endpoints
Secondary
Endpoints

Administration Sites

• Up to 48 healthy 
adult participants

• BMI 18-32 kg/m2

• Age 18-75 years

• Safety, tolerability, 
and 
pharmacokinetics 
(PK) of 6 single IV 
ascending doses 
of VY7523

• Incidence of treatment-
emergent adverse 
events (TEAEs)

• Incidence of clinically 
relevant changes from 
baseline in vital signs, 
electrocardiograms 
(ECGs) and clinical 
laboratory parameters

• Serum VY7523 PK 
parameters

• Cerebrospinal fluid 
(CSF) concentration
of VY7523

• Incidence of 
treatment emergent 
anti-drug antibodies 
(ADAs)

• Intravenous 
(IV), single 
dose, 6 dose 
levels

• 1 site (Clinical 
Pharmacology 
Phase 1 Unit)
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Pooled Placebo
(N = 12)

All VY7523
(N = 36)

Sex
Female  5 (42%) 16 (44%)

Male  7 (58%) 20 (56%)

Race

Black or African American  3 (25%)  3 (8%)
White  9 (75%) 31 (86%)
White, American Indian or Alaska Native  0 (0%)  1 (3%)
White, Black or African American  0 (0%)  1 (3%)

Ethnicity
Hispanic or Latino  2 (17%)  4 (11%)
Not Hispanic or Latino 10 (83%) 32 (89%)

Age (yrs)
Mean 46.7 44.9
SD 15.5 13.7

Body Mass Index 
(kg/m²)

Mean 26.6 26.5

SD 3.3 2.9

Demographics and Dispositions

• All participants received entire dose
• 2 participants discontinued study prematurely (after receiving treatment) due to 

lost to follow up (placebo participant) or personal reason (treated participant)



• No deaths, SAEs or severe AEs, No infusion related reactions (IRRs)

• All TEAEs were mild to moderate in severity; no trends in AE severity across the ascending doses

• No clinically significant changes in Labs (chemistry, hematology, coagulation), vital signs 
(including orthostatic testing), ECG and urinalysis

• No TEAEs leading to treatment discontinuation 

• 55 TEAEs overall reported by 17 (35%) participants [11 (31%) treated; 6 (50%) placebo]

• Most frequent TEAE overall was headache, experienced by 4 (8%) participants [2 (6%) treated; 2 
(17%) placebo]

• 5 TEAEs in treated participants (dizziness, nausea, headache and 2 events of chest 
pain) considered related to study product by Investigator

SAD Safety Summary
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Pharmacokinetics Summary

Pharmacokinetics Immunogenicity
• VY7523 demonstrated dose 

proportional and linear PK
– Mean half-life ranged between 22 to 29 

days which supports monthly dosing

– Demonstrated CNS penetrance with %CSF-
to-serum of approximately 0.3% typical of 
IgGs 

• Low immunogenicity profile following 
single dose
– One possible treatment emergent ADA 

observed – not associated with 
neutralizing antibody formation or with 
impact on PK or safety  



• VY7523 was well tolerated, no SAEs, no infusion related reactions

• VY7523 showed dose proportional and linear pharmacokinetics 

– Half-life supports monthly dosing

– Demonstrated CNS penetrance with %CSF-to-serum of ~0.3%

• Phase 1 SAD and chronic GLP toxicology data support continuation of the ongoing 
multiple ascending dose (MAD) study in participants affected by Alzheimer’s disease (AD) 
(NCT06874621)

Summary and Conclusions
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