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The case

Opening decision

4D Molecular Therapeutics is approaching a consequential allocation choice. Its lead retinal
gene-therapy candidate, 4D-150, is preparing to move from Phase 1/2 evidence toward a
planned Phase 3 program in wet age-related macular degeneration (wet AMD). At the same
time, the company has other clinical-stage programs, an early-stage pipeline, and shared
vector-development and manufacturing capabilities. Management has said that 4D-150 data in
diabetic macular edema (DME), additional program updates, and a portfolio and cash-use
update are expected in early January. As of the information cutoff, those updates have not been
publicly disclosed.

For this classroom exercise, assume you are preparing a recommendation for a hypothetical
FDMT board discussion on January 9, 2025. The board assignment and your role are
invented; public sources do not establish that the board posed this question or selected an
allocation.

Decision question: How should FDMT allocate its next tranche of clinical and platform
resources while preparing 4D-150 for pivotal development and awaiting near-term evidence?

Assignment: Recommend one of the approaches below, a combination, or a coherent
alternative. Identify what to fund or protect now, what to stage, and what evidence should
trigger the next allocation decision. Prepare a two-page board memo and a five-minute oral
defense. No numerical budget is provided; do not invent company costs, success probabilities,
partnership terms, or commercial returns. If you use numbers, label them as classroom
assumptions and explain their purpose.

Company and portfolio context

FDMT is a pre-revenue, clinical-stage genetic-medicine company. At September 30, 2024, it
reported $550.671 million in cash, cash equivalents, and marketable securities. In its November
13 results release, management said those resources were expected to fund planned
operations at least into the first half of 2027. That is a management estimate based on its plans,
not guaranteed runway. The latest quarterly filing separately described liquidity sufficient for at
least one year from issuance of the financial statements. Neither statement identifies how long
a different portfolio or spending plan would last. [C2, MD&A pp. 35-36; C3, “Q3 2024 Financial
Results” / cash position.]
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The company has no approved product-sales revenue and continues to incur losses. Research
and development expense was $38.484 million in Q3 2024 and $98.212 million for the first nine
months of 2024. FDMT says its research, manufacturing, and development teams and external
costs support multiple candidates; it does not allocate R&D expense by candidate and says it
cannot reasonably estimate the cost or timing required to complete development and obtain
approval. Aggregate spending therefore cannot be divided across programs to infer asset
budgets. [C2, MD&A pp. 29-33.]

As described in the Q3 filing, the pipeline included six clinical-stage candidates and one
preclinical candidate. The programs differ in indication, stage, vector, route, and maturity.
FDMT reports proprietary vectors and shared product-development and manufacturing
capabilities, but public disclosures do not quantify transferability, bottlenecks, candidate-level
costs, or risk correlation. [C2, MD&A pp. 29-30; C3, pipeline milestones.]

Candidate Program at cutoff Publicly described next
step or timing

What the record does not
establish

4D-150 Wet AMD and DME; Phase
1/2 PRISM data reported;
planned 4FRONT Phase 3
program

4FRONT-1 expected to
initiate in Q1 2025;
SPECTRA/DME interim
update expected early
January

Asset-level Phase 3 cost,
probability of success, or
the SPECTRA result as of
Jan. 9

4D-710 Cystic fibrosis lung
disease; Phase 1 AEROW

Enrollment continued;
program update expected
mid-2025

Candidate budget, efficacy
probability, or partnership
terms

4D-310 Fabry disease
cardiomyopathy; INGLAXA
Phase 1/2

FDA had removed the
clinical hold; the company
said resumption was
underway

Whether hold removal
predicts efficacy or
eliminates clinical risk

4D-175 Geographic atrophy Phase 1 enrollment
expected Q1 2025

The enrollment outcome
or cost

4D-125 / 4D-110 X-linked retinitis
pigmentosa /
choroideremia

Program updates expected
early January

Any update not public by
the cutoff, or comparative
value

4D-725 Alpha-1 antitrypsin
deficiency; preclinical

Program update expected
early January

Any update not public by
the cutoff, or development
cost

The candidate descriptions and forward-looking milestones above are company-reported.
“Expected” means planned or anticipated, not achieved. [C2, MD&A pp. 29-30; C3, “Recent
Highlights” and pipeline milestones; C7, Exhibit 99.1, lines 24-31 and 139-143.]

What the 4D-150 evidence says-and does not say

FDMT reported interim Phase 1/2 PRISM observations in small cohorts. The company described
estimated injection-free proportions of 70% in a broad wet AMD population and 87% in a
recently diagnosed population through up to 52 weeks, and an 83% reduction in annualized
anti-VEGF injections in a severe population through 52 weeks. Reported cohorts included n=24,
n=30, and a recently diagnosed cohort of n=15. Follow-up varied from 32 to 52 weeks, and
some estimates were Kaplan-Meier estimates. Attribute these results to FDMT; they are not
Phase 3 findings or proof of comparative efficacy, durability, approval, or commercial adoption.
[C9, Form 8-K, Sept. 18, 2024, Item 8.01, lines 89-140; C5, Sept. 18 development-day release.]
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The company described PRISM as randomized and controlled at the trial level. That design does
not turn small interim cohort estimates into a powered head-to-head efficacy conclusion. The
announced 4FRONT-1 plan was a single dose of 4D-150 compared with on-label aflibercept 2
mg every eight weeks in recently diagnosed, treatment-naïve wet AMD patients, with eligibility
and supplemental-injection rules still subject to the planned protocol. The pivotal program had
not begun by the cutoff. [C5, 4FRONT Phase 3 design; C6, FDA EYLEA label, revised October
2024.]

Resource-allocation alternatives

These are classroom options. They are not known company proposals and can be combined if
the logic and gates are clear.

Approach What the hypothetical
team would do

Main strategic trade-off Evidence needed before
expanding

Concentrate on 4D-150
and selected options

Protect readiness for
planned wet AMD Phase 3;
preserve a limited set of
follow-on options, such as
4D-710, while slowing or
narrowing other
commitments.

Concentration may focus
execution and support a
late-stage program, but
increases dependence on
one lead asset and may
sacrifice learning or option
value elsewhere.

Phase 3 readiness, DME
evidence,
shared-capability
demands, and the cost
and timing of each next
milestone.

Preserve broader pipeline
investment

Continue meaningful
clinical or preclinical
activity across more
programs while
maintaining the shared
platform.

Breadth may preserve
multiple scientific options
and support capability
reuse, but can stretch
cash, attention, and
execution capacity; the
programs may not
diversify risk if they share
technical dependencies.

Candidate-level
milestones, resource
conflicts, cross-program
capability transfer, and
evidence of correlated or
distinct risks.

Stage or partner spending Commit to defined
near-term milestones,
then release later
spending as evidence
arrives; assess partnering
where it can share cost or
capability burden.

Staging can preserve
flexibility, but waiting may
delay trials or learning.
Partnerships may share
burden, but no terms or
available counterparties
are disclosed.

The next irreversible
commitment, timing and
value of upcoming
information, partner
economics, and
measurable
continuation/stop criteria.

Exhibits

Exhibit 1. Liquidity and spending context

Measure Reported value Period / definition

Cash, cash equivalents, and
marketable securities

$550.671 million September 30, 2024 balance

R&D expense $38.484 million Three months ended September 30,
2024

R&D expense $98.212 million Nine months ended September 30,
2024
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Measure Reported value Period / definition

Net loss $111.2 million Nine months ended September 30,
2024

Expected funding of planned
operations

At least into H1 2027 Management statement in Nov. 13,
2024 release; not a guarantee or
alternative-plan forecast

Sources: C2, balance sheet and MD&A pp. 29-36; C3, “Q3 2024 Financial Results” / cash
position. R&D and loss are historical; no per-candidate allocation is disclosed. Do not treat the
entire balance as discretionary or extrapolate a burn rate from these figures.

Exhibit 2. PRISM interim observations and planned comparator

Company-reported observation or
design

Value / detail Interpretation limit

Estimated injection-free, broad wet
AMD population

70% through up to 52 weeks Interim company estimate; small
cohort and variable follow-up; not a
Phase 3 endpoint result

Estimated injection-free, recently
diagnosed population

87% through up to 52 weeks Company-reported; reported recently
diagnosed cohort n=15; not
comparative proof

Annualized anti-VEGF injection
reduction, severe population

83% through 52 weeks Interim company-reported estimate;
do not infer a specific commercial or
clinical outcome

Planned 4FRONT-1 comparator Aflibercept 2 mg every eight weeks Planned design; the FDA label
provides regimen context, not a
comparison with investigational
4D-150

Sources: C9, Form 8-K, Sept. 18, 2024, Item 8.01, lines 89-140; C5, 4FRONT design; C6, FDA
EYLEA prescribing information. PRISM was described as randomized/controlled at trial level; the
reported interim cohort estimates are small, with variable 32-52-week follow-up and
Kaplan-Meier estimates. Causal or comparative conclusions are not established.

Student deliverable and questions

Your memo should state the allocation logic, name what you would fund or preserve now, and
identify a specific evidence gate for the next decision. Compare at least two alternatives and
present the strongest case against your recommendation. Keep disclosed facts, interpretations,
gaps, and any classroom assumptions distinct.

1. Which combination of lead-asset focus, portfolio breadth, and staged commitments best fits
the information available on January 9?

2. What does the PRISM evidence support the team doing next, and what conclusions would
exceed the evidence?

3. Which near-term evidence or resource information would change your allocation, and how
would you avoid delaying valuable learning while limiting simultaneous commitments?

Selected public sources
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• C2 - 4D Molecular Therapeutics, Form 10-Q, quarter ended September 30, 2024,
filed November 13, 2024. SEC filing

• C3 - 4D Molecular Therapeutics, Q3 2024 financial results and operational update,
November 13, 2024. Company release

• C5 - 4D Molecular Therapeutics, 4D-150 PRISM interim results and 4FRONT Phase 3
design, September 18, 2024. Company release

• C6 - U.S. Food and Drug Administration, EYLEA (aflibercept) prescribing
information, revised October 2024. FDA label

• C7 - 4D Molecular Therapeutics, Form 8-K, filed August 8, 2024, Exhibit 99.1. SEC
exhibit

• C9 - 4D Molecular Therapeutics, Form 8-K, filed September 18, 2024, accession
0001193125-24-221375, Item 8.01. SEC filing

All facts and study observations are limited to information public by the case cutoff, end of day
January 9, 2025.

https://www.sec.gov/Archives/edgar/data/1650648/000095017024126370/fdmt-20240930.htm
https://4dmt.gcs-web.com/news-releases/news-release-details/4dmt-reports-third-quarter-2024-financial-results-operational/
https://ir.4dmoleculartherapeutics.com/news-releases/news-release-details/4dmt-highlights-robust-and-durable-clinical-activity-4d-150-and
https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/125387s087lbl.pdf
https://www.sec.gov/Archives/edgar/data/1650648/000095017024093992/fdmt-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1650648/000095017024093992/fdmt-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1650648/000119312524221375/d865019d8k.htm

