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PLASMITEC®: PLUG-AND-PLAY PLATFORM
FOR PLASMID DNA GMP MANUFACTURING

The demand for nucleic acid-based gene
therapies, novel vaccines, innovative
therapeutic agents including messenger
RNA (mRNA) and viral vectors is high.
Plasmid DNA (pDNA) is the basis for
all these advanced therapies. Wacker
Biotech’s versatile plug-and-play plat-
form PLASMITEC? is based on decades
of hands-on experience in pDNA man-
ufacturing for both early stage and
Phase 3 clinical trials. A combination
of innovative technologies and qual-
ity systems, outstanding experience
and the ability to efficiently perform
GMP (Good Manufacturing Practice)
production for both clinical studies
and future commercial purposes make
Wacker Biotech the partner of choice
for contract manufacturing of pDNA.

The Wacker Biotech production site in
San Diego serves as the location for cGMP
manufacturing operations and is equipped
with 43 L single-use bioreactors and 650 L
stainless steel fermentation vessels, in-
cluding scalable cell lysis. We specialize
in pDNA-based technology and provide
contract development and manufacturing
organization (CDMO) services to suit various
customer needs. The team is supported
by staff members with several decades

of experience in pDNA production (GMP)
ranging from clinical startups to commer-
cial product companies.

Client Applications

Wacker Biotech manufactures high-quality
GMP pDNA for various client applications:
e Viral vectors (AAV, lentivirus)

¢ DNA vaccines

¢ CAR-T cell therapy

* Gene editing

e mRNA production

As a CDMO, Wacker Biotech operates a dedicated GMP production facility focusing on pDNA.

High Service Level

As a CDMO, Wacker Biotech supports its

customers throughout the entire product

lifecycle, right up to commercialization.

Our services include:

e Generation and selection of the best-
performing strains for the production of
supercoiled/linearized pDNA

e A dedicated process development lab
to support feasibility, optimization, tech
transfer and comparability

e Process characterization and validation

* Master cell bank and working cell bank
production

* GMP manufacturing for clinical trials or
commercial supply, including:

- Fermentation on 43 L and 650 L scale

- Scalable lysis suited for large-scale
production

- Dedicated lines for chromatographic
purification

- Analytical portfolio for product release,
cell-based assays and stability studies

- Storage at -70 °C

- QC and QA release in-house

Outstanding Experience

e Accumulated experience of more than
18 years in manufacturing plasmids as DS
and DP for all stages of clinical studies,
including but not limited to late phases (P3s)

e Fully equipped to produce GMP-grade
pDNA to meet the highest quality standards
and regulatory compliance

e Extensive know-how in cutting-edge pDNA
production technologies including fully
scalable processes due to scalable lysis
approach

e Over 100 GMP pDNA batches produced

® More than 10 different products
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Wacker Biotech’s team of senior scientists ensures the quality, consistency and integrity of manufacturing campaigns.

Project Examples

e GMP pDNA for Helixmith’s Phase llI
Engensis® clinical trials

e CMV vaccines

® Pandemic influenza vaccines

e Other prophylactic and therapeutic agents

Regulatory Experience

e 17 INDs filed

® 4 master files

e Orphan (#4), fast track (#2), qualified
infectious disease product (#1)

About Wacker Biotech

Wacker Biotech is the microbial CDMO - your all-in-one partner of choice for full-service contract
manufacturing of therapeutic proteins, live microbial products (LMPs), pDNA and vaccines based
on microbial systems. Our portfolio extends from strain/process development and analytical test-
ing through to GMP manufacturing for clinical and commercial supply.

Wacker Biotech, a WACKER subsidiary, maintains four GMP-compliant production plants with
several production lines (up to 1,500 L). Our network includes sites in Jena and Halle in Germany,
San Diego in the United States and Amsterdam in the Netherlands.

Wacker Biotech GmbH, Jena and Halle (Germany), Phone: +49 3641 5348-0
Wacker Biotech B.V., Amsterdam (the Netherlands), Phone: +31 20 750 3600
Wacker Biotech US Inc., San Diego, CA (United States), Phone: +1 858-875-4700
info.biologics@wacker.com, www.wacker.com/biologics
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The data presented in this leaflet are in accordance with the present state of our knowledge, but do not absolve the user from carefully checking all supplies immediately on receipt.
We reserve the right to alter product constants within the scope of technical progress or new developments. The recommendations made in this leaflet should be checked by
preliminary trials because of conditions during processing over which we have no control, especially where other companies’ raw materials are also being used. The information
provided by us does not absolve the user from the obligation of investigating the possibility of infringement of third parties’ rights and, if necessary, clarifying the position.
Recommendations for use do not constitute a warranty, either express or implied, of the fitness or suitability of the product for a particular purpose.

7878e/01.22 replaces 7878e/05.21



