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Vineti: Keeping cell therapies on track
BY MARK ZIPKIN, STAFF WRITER

Drawing on its experience with CAR T cell therapies, Vineti has
developed a cloud-based software platform that standardizes
processes and drives down costs in the supply chain for
personalized medicines.
According to Vineti Inc. CEO Amy DuRoss, the company
was incubated at GE Ventures after an undisclosed company
approached the investor in 2014 about a CAR T cell therapy then
in clinical trials.
“They realized it really presented them with the most complex
supply chain of logistics workflow requirements in the history of
biologics -- really, in the history of medicine,” said DuRoss, who
co-founded the start-up when she was at GE Ventures.
This was the first time single-batch GMP processes had to
occur at the point of care for trials and marketed personalized
medicines, and that created a need for GMP-level oversight of
cell handling and the orchestration of material handoffs between
multiple stakeholders, she said.
Autologous CAR T cell therapies such as Novartis AG’s Kymriah
tisagenlecleucel and Gilead Sciences Inc.’s Yescarta axicabtagene
also involve challenges with collection, manufacturing and
logistics not typical for traditional drug therapies, and the
processes can become unwieldy for sponsors to manage manually.
Manual processes lack the real-time transparency and control
that cloud-based automation offers, and their inefficiencies
have contributed to the high cost of personalized cell and gene
therapies, DuRoss said. “Pharma has been such a lagging adopter
of cloud-based technology” and as a result, the internal systems
created so far have been “clunky.”
DuRoss said the challenges around autologous cell therapies,
and the need to control costs through standardization, led to
the formation of Vineti, which developed cloud-based software
for verifying chain of custody and identity documentation to
meet GMP protocols. Vineti’s platform is built on configurable
modules that can adapt to the complexities required of cell
therapy supply chains, such as validating cell identities at clinical
sites that typically aren’t GMP-compliant.
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Real-time monitoring at multiple sites is beneficial for timing a
patient’s pretreatment conditioning and cell collection with the
availability of manufacturing capacity.
“Each patient is a ‘batch of one,’” said Heidi Hagen, co-founder
and chief strategic officer of Vineti. “Once you are trying to
manage more than 10 patients in a single trial, manual processes
often become unsustainable.”
Hagen said the platform is at least 20-30% less expensive than
processes biopharmas might develop in-house.
Vineti’s software can be deployed for allogeneic or autologous
cell workflows because the software’s modules can connect to the
external systems of the company’s clients and the clients’ clinical,
manufacturing and logistical partners. The platform meets draft
FDA safety guidelines announced last year on establishing clinical
trial infrastructure to allow for the rapid assessment of emerging

data in real time: Vineti’s cloud-based software allows clinical sites,
manufacturers and sponsors access to data and logistics information as
it is collected.
At least one other company, TrakCel Ltd., offers cloud-based supply
chain management platforms to biopharma clients. DuRoss said that
compared with TrakCel’s tech, Vineti’s platform incorporates a greater
degree of standardization and is more readily usable by multiple
stakeholders.
Matthew Lakelin, TrakCel’s VP of scientific affairs and business
development, said while standardization has some advantages,
companies in clinical development are often uncertain which steps will
be most important to their processes, and so TrakCel customizes its
software to suit each client’s needs.
Vineti’s is the only third-party workflow software whose use is publicly
disclosed for a commercial CAR T cell therapy: Yescarta, which is
marketed for refractory B cell and follicular lymphomas.
DuRoss said companies much larger than Vineti, such as drug
distributors with footholds in drug supply chain management, may try to
develop software that can handle the unique chain of identity demands
of the cell therapy space. But she thinks Vineti remains well positioned

because of its expertise in GMP manufacturing, enterprise technology,
and CAR T supply chain and delivery.
While most of Vineti’s clients are working in autologous therapies, there
is growing interest in applying it to allogeneic therapies, neoantigens
and other personalized therapies, DuRoss said. Vineti has three
other disclosed biopharma clients: Autolus Therapeutics plc, Marker
Therapeutics Inc. and Tessa Therapeutics Pte. Ltd.
Vineti raised a $33.5 million series B a year ago led by Canaan and DFJ
Ventures. DuRoss did not disclose the company’s runway, but said it
will spend the next few years expanding the platform and deepening
configurability to interface with new partners.
COMPANIES AND INSTITUTIONS MENTIONED
Autolus Therapeutics plc (NASDAQ:AUTL), London, U.K.
Gilead Sciences Inc. (NASDAQ:GILD), Foster City, Calif.
Marker Therapeutics Inc. (NASDAQ:MRKR), Jacksonville, Fla.
Novartis AG (NYSE:NVS; SIX:NOVN), Basel, Switzerland
Tessa Therapeutics Pte. Ltd., Singapore
TrakCel Ltd., Cardiff, U.K.
Vineti Inc., San Francisco, Calif.

BIOCENTURY INC.
BioCentury’s mission is to provide value-added business intelligence & analysis for life science companies, investors, academia
and government on the strategic issues essential to the formation,
development and sustainability of life science ventures.

NEWSROOM
pressreleases@biocentury.com

SAN CARLOS, CA
+1 650-595-5333; Fax: +1 650-595-5589
CHICAGO
+1 312-755-0798; Fax: +1 650-595-5589
WASHINGTON, DC
+1 202-462-9582; Fax: +1 202-667-2922
UNITED KINGDOM
+44 (0)1865-512184; Fax: +1 650-595-5589

2

REPRINT FROM May 3, 2019

BioCentury®; Because Real Intelligence is Hard to Find™; BCIQ™;
The BioCentury 100™; and The Clear Route to ROI™ are trademarks
of BIOCENTURY INC. All contents Copyright © 2019, BIOCENTURY
INC. ALL RIGHTS RESERVED. No part of BioCentury’s Publications
or Website may be copied, reproduced, retransmitted, disseminated, sold, distributed, published, broadcast, circulated, commercially exploited in any form or used to create derivative works without
the written consent of BioCentury. Information provided by
BioCentury’s Publications and Website is gathered from sources
that BioCentury believes are reliable; however, BioCentury does
not guarantee the accuracy, completeness, or timeliness of the
information, nor does BioCentury make any warranties of any kind
regarding the information. The contents of BioCentury’s Publications and Website are not intended as investment, business, tax or
legal advice, and BioCentury is not responsible for any investment,
business, tax or legal opinions cited therein or for any decision
made or action taken in reliance upon such information.

USE OF IMAGES: Certain Images used in BioCentury Inc.’s
Publications, Video Content, Websites, Services, Notices and/or
Marketing Materials are licensed from Getty Images (US), Inc. Any
such image of a person or object so displayed is being used for illustrative purposes only and any such person or object depicted, if
any, is merely a model. For more information see “Use of Images”
found under the “Legal” section on the footer of the homepage at
www.biocentury.com.

PRIVACY & ADVERTISING: In accordance with its Privacy Policy,
BioCentury does NOT sell its customer information or usage
data to third parties. BioCentury does NOT sell advertising in the
BioCentury, BioCentury Innovations or BioCentury Week in Review
publications. BioCentury is pleased to acknowledge its conference
partners and sponsors through promotional announcements in its
publications. BioCentury MAY accept paid promotional messages
from sponsors, which are displayed only on BioCentury’s websites
and in BioCentury Extra.

All use of BioCentury and its contents by current subscribers is
governed by the BioCentury User Agreement and by all others is
governed by the BioCentury Terms of Use, unless a written agreement to the contrary has been executed by BioCentury Inc.

© 2019 BIOCENTURY INC. ALL RIGHTS RESERVED.

