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The demand for viral vectors is continuing to gain momentum as more cell and
gene therapies advance from concept to clinic. Regulatory agencies are evolving
guidance to keep pace, but for many early-stage developers, translating bench-
scale success into reliable GMP manufacturing remains a steep climb. The right
CDMO partnership can turn that climb into a clear path, navigating phase-
appropriate quality on a cost-conscious timeline. Here's how to structure a
productive, efficient collaboration that protects quality, timeline, and budget.

1. Start by Aligning on the Process

Before any work begins, align with your COMO on the
manufacturing model you'll use. Most programs fit one of
three paths:

Adopt a platform process: Use the CDMO's
standardized upstream/downstream processes,
materials, and analytics to compress timelines

Transfer your process: Transfer a proven process into
the CDMO for scale-up and GMP production

Full process development: Build from bench-scale to a
robust, scalable, compliant process at the CDMO

Depending on where you are in your development journey,
utilizing a CDMO's platform is often the easier route, as
the process and analytics already have been streamlined
for scalability and reproducibility. Tech transfer and full
process development strategies are tailored to your needs,

product specifications, and the clinical trial stage to provide
a comprehensive and flexible pathway to GMP production.

Understand that R&D expectations for yield or titer

rarely map 1:1 initial bench scale to larger volumes due

to parameters, purification strategies, and analytics.
Partnering with a seasoned viral vector CDMO helps clarify
phase-appropriate requirements and navigate regulatory
expectations.

2. Balance Cost, Quality, and
Speed—Intentionally

It can be difficult to balance priorities between
manufacturing costs, product quality, and timelines for
getting the product to clinic/market as fast as possible.
Taking the time to focus on quality in early phases will
help avoid obstacles and delays as you move toward
commercialization.
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«  Set phase-appropriate goals with your CDMO

«  Align on CMC scope, analytical methods, and
specifications to reduce rework

« Investin process and analytical development activities
that de-risk later characterization and validation

If you're milestone-driven with limited funding, platform
methods often deliver the best speed/cost-to-quality ratio,
and customizations for product- or phase-specific needs
can be integrated—if you raise them early. Our viral vector
experts have worked with both early and late-stage clinical
development clients to get their products to patients
without compromising on quality.

3. Build Trust Through
Transparency and Discipline

Lasting partnerships are built on a foundation of trust
between a client and their CDMO, thriving on clear and
timely communications, from both parties.

What sponsors should bring:

«  Complete, reliable documentation early—process
details, specifications, critical process parameters
(CPP), and critical quality attributes (CQA)

«  Proactive updates and fast responses to prevent
workarounds and delays

«  Ensure advanced agreement on protocols and
processes - even “minor” tweaks can trigger new
documents, retraining, and raw material shifts,
compounding time and cost

What to expect from your CDMO:

+ Real-time visibility into issues and timely mitigation
strategies

«  Cross-functional understanding of your product’s
purpose, technical nuances, and patient impact—from
bench to leadership

« A patient-first mindset. Delays aren’t just schedule
slips; they're missed opportunities for patients

CDMOs, like FUJIFILM Biotechnologies, emphasize
transparent communication, rapid escalation, and cultural
alighment. We encourage potential clients to tour facilities
and meet our technical experts—you’re not just buying
capacity, you're choosing a partner for life.

The Bottom Line

Successful viral vector manufacturing is a collaborative
partnership. Select a CDMO you trust to navigate
complexity, uphold GMP standards, and keep you phase-
appropriate. Define goals early, use platform efficiencies
where possible, and maintain rigorous communication on
both sides.

Interested in accelerating your viral vector program?
Contact FUJIFILM Biotechnologies to discuss pathways
from development to cGMP manufacturing.
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Partners for Life

“Partners for Life” represents a transformative
approach to development and manufacturing,
emphasizing relationships founded on trust and
transparency — founded in people-centric values,
transformative science and innovation, and
unprecedented delivery.

Contact us to discuss your science — get the latest updates on our network and capabilities.
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