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3M™ Harvest RC Chromatographic
Clarifier platform

Biopharmaceutical clarification processes are increasingly challenged with demands for higher
cell densities, larger portfolios of modalities, and the need for scalable clarification solutions.
What’s more, all of these challenges must be addressed to increase speed to market while

still delivering a high-quality drug product. Utilizing our expertise in material science, we've
engineered an advanced solution that can help simplify your clarification processes:

3M™ Harvest RC Chromatographic Clarifier platform.
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3M™ Harvest RC Chromatographic Clarifier platform

A high capacity, synthetic, and single-use clarification platform that is scalable across all development phases and
process volumes for mAb and mAb-like modalities expressed in Chinese hamster ovary (CHO) derived cell cultures. The
3M™ Harvest RC Chromatographic Clarifier platform includes 3M™ Harvest RC Chromatographic Clarifier, for direct
clarification, and 3M™ Harvest RC Centrate Chromatographic Clarifier, for centrate clarification. These next-generation
products provide a scalable clarification platform solution that can compress clarification process trains while providing
consistent and comparable fluid quality to streamline process development and impact speed to market.

¢ Modern, synthetic clarification platform utilizing Q-functional AEX fiber chromatography media
¢ Single stage, single media grade solutions for direct clarification and centrate clarification processes
e  Typical product recoveries >95%

e Predictable performance scalability of capsule devices for consistent clarification at any process scale from
discovery to manufacturing

¢ High fluid quality with turbidity reduction to <15 NTU and DNA reduction to <500 ppb

3M™ Harvest RC g i\ P
Chromatographic Clarifier =

Direct clarification

AN

Discovery <

3M™ Harvest RC Centrate <
Chromatographic Clarifier
Centrate clarification

3M™ Harvest RC Chromatographic Clarifier

A single stage clarification solution that utilizes a combination of
anion exchange (AEX) quaternary ammonium (Q) functionalized
fibrous media and 0.2 um polyether sulfone (PES) membrane

to capture cells, cellular debris, and other insoluble and soluble
impurities during the clarification of cell culture fluid. 3M™ Harvest
RC Chromatographic Clarifier is designed for direct clarification

of cell culture fluid, replacing laboratory membrane vacuum
filtration and bucket centrifugation, conical plate (e.g., disc stack)
centrifugation, and/or multiple stages of traditional depth filtration.

Q-functional
fibers

0.2 pm PES
membrane

3M™ Harvest RC Centrate Chromatographic Clarifier

A single stage clarification solution that utilizes a combination of
anion exchange (AEX) quaternary ammonium (Q) functionalized
fibrous media and 0.2 um quaternary ammonium (Q) functionalized
highly asymmetric polyamide membrane to capture cellular debris
and other insoluble and soluble impurities during the clarification
of centrate. The product is designed to replace traditional depth
filtration for clarification of centrate produced by conical plate
(e.g., disc stack) centrifugation.

Q-functional
fibers

0.2um
Q-functional
polyamide
membrane
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Platform scalability during process development and manufacturing

The 3M™ Harvest RC Chromatographic Clarifier platform capsule devices provide linear scalability that enables process
scale-up, scale-out, and technology transfer from discovery to manufacturing. This can accelerate process development
and simplify manufacturing strategies to improve process economics.

Scalability of 3M™ Harvest RC Scalability of 3M™ Harvest RC Centrate
Chromatographic Clarifier Chromatographic Clarifier
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Predictable high fidelity clarification across process scales

The solutions in the 3M™ Harvest RC Chromatographic Clarifier platform provide comparable soluble and insoluble
impurity reduction in terms of particle size and DNA clearance. This can simplify downstream process development and
technology transfer across internal and external manufacturing footprints.

Quality of clarified fluid Quality of clarified fluid
DNA concentration Average weighted particle size
1000
1000000 —
£
100000 £ 100
s
< 10000 3
g °
~ 1000 T
<Zl 8 10
[a) 100 o
o
10 5
$
1 L] g
S L L LS P
@ & 5 0 e O © O & & & & L < O
T L L & &I Tl
> & & ° o A o R R
\\0 Q\ és .Qb b@ b°
& ¥ ¥ & o & Raw cell culture fluid Centrate clarified ~ Centrate clarified
Q;ﬁ‘k & 5 oo' Raw cell culture fluid Centrate clarified ~ Centrate clarified i °'¢° .‘8’\_\0 clarified with with with
S S clarified with with with UL 3M™ Harvest RC 3M™ Harvest RC  3M™ Harvest RC
.{'\\(' .\(\0 3M™ Harvest RC 3M™ HarvestRC ~ 3M™ Harvest RC \n)(\ \,,(‘ Chromatographic Chromatographic ~ Centrate
(}o‘ c}o‘ Chromatographic Chromatographic ~ Centrate Y @0 Clarifier Clarifier Chromatographic
& @ Clarifier Clarifier Chromatographic & ‘&‘ Clarifier
& & Clarifier o 3



Ordering guide

3M™ Harvest RC Chromatographic Clarifier %
Product name WP6 cT15 BT500 BC4 BC25 Luer s:ﬁtzaig BC340 BC1020 BC2300 BC16000

Model name EMPOOGHRC EMPO15HRC EMPO51HRC EMP20THRC EMP30THRC EMP303HRC EMP513HRC EMP533HRC EMP710HRC EMP770HRC

2FA 2FA 2FA 2FA 2FA 2FA 2FA 2FA 2FA 2FA
Media surface area N/A N/A N/A 3.2cm? 25 cm? 25 cm? 340 cm? 1020 cm? 2300 cm? 1.61 m?
Cell culture volume | o\ e 15 mL 500 mL 20-32mL | 150-250mL | 150-250mL | 20-34L 6-10L 14-23L 100-180 L

range (5-8% PCV)'

3M™ Harvest RC Centrate Chromatographic Clarifier
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Product name BC4 BC25 Luer BC25 Sanitary BC170 BC340 BC1020 BC2300 BC18400
Model name EMP201RCC EMP301RCC EMP303RCC EMP503RCC EMP513RCC EMP533RCC EMP710RCC EMP770RCC

020R 020R 020R 020R 020R 020R 020R 020R

Media surface area 3.8 cm? 25 cm? 25 cm? 170 cm? 340 cm? 1020 cm? 2300 cm? 1.84 m?
Centrate volume range ~ - - ~ ~ ~ ~ ~
(150-300 L/m?)? 48-96 mL 375-750 mL 375-750 mL 2.5-51L 51-10.2 L 15.3-30.6 L 34.5-69.0 L 276-522 L

1. Cell culture volume range is the estimation for CHO cell culture fluid at 5-8% packed cell volume.
2. Centrate volume range is the estimation for CHO cell culture centrates with acidified turbidity (acidified NTU) values of <1,000.

For more information about the 3M™ Harvest RC Chromatographic Clarifier platform, contact
your local sales or application engineering representative by calling 1-800-630-0778, option 2,
or visiting us at go.Solventum.com/harvestrccentrate

Intended Use: Single-use filter products are intended for use in biopharmaceutical processing applications of aqueous based pharmaceuticals (drugs) and vaccines in
accordance with the product instructions and specifications, and GLP or cGMP requirements, where applicable.

Since there are many factors that can affect a product’s use, the customer and user remain responsible for determining whether the Solventum product is suitable and
appropriate for the user’s specific application, including user conducting an appropriate risk assessment and evaluating the Solventum product in user’s application.

Restrictions on Use: Solventum advises against the use of these Solventum products in any application other than the stated intended use(s), since other applications have
not been evaluated by Solventum and may result in an unsafe or unintended condition. Do not use in any manner whereby the Solventum product, or any leachable from the
Solventum product, may become part of or remains in a medical device that is regulated by any agency, and/or globally exemplary agencies, including but not limited to: a)
FDA, b) European Medical Device Regulation (MDR), c) Japan Pharmaceuticals and Medical Devices Agency (PMDA) or in applications involving permanent implantation into
the body; Life-sustaining medical applications; Applications requiring food contact compliance.

Product Selection and Use: Many factors beyond Solventum’s control and uniquely within user’s knowledge and control can affect the use and performance of a Solventum
product in a particular application. As a result, end-user is solely responsible for evaluating the product and determining whether it is appropriate and suitable for end-
user’s application, including completing a risk assessment that considers the product leachable characteristics and its impact on drug safety, conducting a workplace hazard
assessment and reviewing all applicable regulations and standards. Failure to properly evaluate, select, and use a Solventum product and appropriate safety products, or to
meet all applicable safety regulations, may result in injury, sickness, death, and/or harm to property.

Warranty, Limited Remedy, and Disclaimer: Unless a different warranty is expressly identified on the applicable Solventum product literature or packaging (in which case such
express warranty governs), Solventum warrants that each Solventum product meets the applicable Solventum product specification at the time Solventum ships the product.
SOLVENTUM MAKES NO OTHER WARRANTIES OR CONDITIONS, EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OR CONDITION
OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, OR ARISING OUT OF A COURSE OF DEALING, CUSTOM, OR USAGE OF TRADE. If a Solventum product
does not conform to this warranty, then the sole and exclusive remedy is, at Solventum’s option, replacement of the Solventum product or refund of the purchase price.

Limitation of Liability: Except for the limited remedy stated above, and except to the extent prohibited by law, Solventum will not be liable for any loss or damage arising from
or related to the Solventum product, whether direct, indirect, special, incidental, or consequential (including, but not limited to, lost profits or business opportunity), regardless
of the legal or equitable theory asserted, including, but not limited to, warranty, contract, negligence, or strict liability.

3M Health Care is now Solventum
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