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A
s to accelerate
cal manufacturing

i port the development of
ndards that enable more efficient and
)id manufacturing capabilities, and
sducate and train a world-leading
~ biopharmaceutical manufacturing workforce,
- fundamentally advancing U.S.
competitiveness in this industry.
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Other Non-Federal
Commitments

National Institute of
Standards and Technology

NST

NIIMBL is funded by cooperative agreements from the National Institute of Standards and
Technology and leverages other non-Federal commitments.

NIST is a non-regulatory federal agency within the U.S. Department of Commerce. NIST's mission is to promote U.S. innovation and industrial competitiveness by
advancing measurement science, standards, and technology in ways that enhance economic security and improve our quality of life.
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Can collaborative de-risking (& demonstration)
of technologies accelerate adoption?

NIIMBL is a public-private partnership dedicated to this.
200+ organizations are Members.

[/ Federal agencies are regularly engaged in NIIMBL activities.

N N ) -
C) G) Q ©2026 NIIMBL | For Authorized Use Only CONFIDENTIAL AMERICAN INNOVATION AT WORK NIéMBL
, , {



TYPES OF PROJECTS
@ 5

MEMBER-LED Projects (Project Call)
* Ideas initiated by Members
» Collaborative across organizations
* Priorities established by industry
« ~1year, ~$1 million
* Big companies have unlimited engagement
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NIIMBL-LED Programs/Projects

« Strategic collection of projects around a theme

* Longer term vision and but projects still ~1 yr

« Aligned to business goals e.g. mADbs, VX, etc.

* NIIMBL leadership ensures programs work

together
»  Work done at partners or at NIIMBL
« Significant engagement by industry
\- Limited access determined by membership tier /
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NIIMBL Supports Collaborative Innovation

Received >600 project ideas.
Advanced >150 projects (technology, workforce).

>%$180 million of non-Federal contributions.

More than 150 projects have launched (12-18 months each).

Technology & Workforce
Proteins/mADbs, cell and gene therapies, vaccines, etc.
Equipment, assays, digital products/models, etc.
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Self-Assessment Tool for Biomanufacturing Readiness Level

BRL RESULTS: Percentage of Criterial Met

BRL 2 BRL3 BRL 4 BRL 5 BRL®6 BRL 7
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PHASES

Technical Readiness Technology (unmet need) = Process Controls & Robustness | Materials Identification

Quality Readiness Value Proposition | Design for QMS | Quality Management

ONONO

Operational Readiness Business Fit = Facility Fit = Workforce Fit

Ol e e

‘ ®
©2026 NIIMBL | For Authorized Use Only CONFIDENTIAL AMERICAN INNOVATION AT WORK NIéMBL
(}




TYPES OF PROJECTS

\

MEMBER-LED Projects (Project Call)
Ideas initiated by Members
Collaborative across organizations
Priorities established by industry
~1 year, ~$1 million
Big companies have unlimited engagement J

S\

NIIMBL-LED Programs/Projects
Strategic collection of projects around a theme
Longer term vision and but projects still ~1 yr
Aligned to business goals e.g. mAbs, VX, etc.
NIIMBL leadership ensures programs work
together
Work done at partners or at NIIMBL
Significant engagement by industry
Limited access determined by membership tier /
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When it comes to biopharmaceutical manufacturing innovations,
this industry wants to be a fast second.

RESEARCH

NIIMBL-Facilitated Active Listening Meeting between
Industry and FDA Identifies Common Challenges for
Adoption of New Biopharmaceutical Manufacturing
Technologies

Active listening workshop to understand adoption challenges &« MANTLEsdiENK LEE

The Agency asked NIIMBL for help to understand.

. . Natonad Insimte for Tunovation in Manufocmring Biopharmacentioals, 390 Avenne 1743, Newark, DE Q713 @ PDA,
Industry interviews ine. 2020
I nd UStry-On Iy WO rkShOp ABSTEACT: The National Institte for Innovation in Manufacwring Biopharmaceuticals (NIIMBEL) piloted a forum o
encourage an exchange of information berween the biopharmacemical industry and the U5, Food and Drug Administra-
I n d u Stry_ F DA WO rkS hop non (FDDAY, To facibinate this l:'.l.l.:h.l.l'lFE., NIIMBL condwcted a AUFVEY of 'tm;h.lsslr:.' I\O:Fﬂ':\l:ﬂlali:\'ﬂ. aroaingd the p-:n;\cn'::d
challenges associaied with the adeption of new innovative technologies for biopharmaceutical manufacturing or for
Re port Out confinuous improvement and then held an Active Listening session with industry and FDA stakeholders to share com-

mon themes. The scope was limited to biotechnology producis regulated by the Center for Drug Evalustion and
Rescarch (CDER). This manner of exchange has not been tested before and led to meaningful dialog between indusiry
and the Agency and valuable takeaways by all involved. One of the general findings and key poimts of discussion was

A b ig h u rd Ie iS b u Si n eSS ri S k aSSOCi ated With S peed to ma rket around the perceived lack of a busmess case fos :hl.qu:ll.'imluf neEw IL'C'.'II'I“'I:W in the manulacture of monoclonal antibod-

s and therapeutic proteins, Tight nmelines were the primary constraints for hesnation around pre-approval implemen-

I ’? tation and the challenges msociated with a global regulatory environment were the primary constraing aroumd post-

What q ueStlonS may be aSked - approval adoption of new techrology. Mechanisms that would albew industry and regulaiony scientists 1o develop a
1 shared understanding of new technologies, outside of formal applications, coold de-nsk adoption of new technologies

What data IS expeCted? by the industry, The favomsble response to this NIIMBL-fcilitated exchange suggests that this formal could be useful

in establishing a more informal dialog between the FOA and industry on industry -wide challenges.

KEYWORDS: Tnnovation, Manufacturing technology, Monoclonal antibodies, Regulatory landscape.

PDA JPST 74(5):497-508 (2019).
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NIIMBL-Led

Technical Programs

Process Intensification Viral Vector Manufacturing & Analytics

Invent, design, demonstrate, and support commercialization Develop and make broadly available a robust, economically
of integrated biopharmaceutical manufacturing technology viable, shared-access platform for the technical
to transform drug substance (DS) and drug product (DP) development, manufacturing, and characterization of AAV-
manufacturing capability based gene therapy vectors

Big Data Analytics Preventive Medical Countermeasures

Accelerate the development and adoption of data-driven Accelerate the implementation of new vaccine
innovation and standards to increase the speed and manufacturing and analytical technologies across multiple
resilience of biopharmaceutical manufacturing. platform processes
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Workforce Strategy Overview

Increase Interest In Biopharma
Manufacturing Careers

city to meet the

t, training, and Hire From A Range of

Talent Pipelines

elopment needs

~ ofthe
biopharmaceutical

anufacturing

! osystem. We

elieve that ensuring

e US has a strong

orkforce to meet the

" _needs of the industry

LWIH help to secure US
biopharmaceutical
manufacturing
leadership.
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Advance Non-
Traditional Pathways

Develop Online and
In-Person Trainings

Catalyze Cross-
Regional Collaboration

How we work?

Community Engagement /
Workshops / Working &
Groups -

Awareness &
Pipeline

Development Project Calls /

Project Portfolio

NIIMBL-Led
Programs & Initiatives

External Partnerships

Building Industry-
Academic Relationships

Education &
Training

Thought Leadership /
Publications
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