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ArisGlobal, LLC

Booth 312
201 Jones Road, 3rd Floor
Waltham, MA 02451

3> ArisGlobal

Contact: Hannah Firth

Email: hfirth@arisglobal.com

Website: https://www.arisglobal.com
LinkedIn: https./www.linkedin.com/arisglobal

ArisGlobal is transforming the way today’s most successful Life Sciences companies develop
breakthroughs and bring new products to market. Our end-to-end drug development technology
platform, LifeSphere®, integrates our proprietary cognitive computing engine to automate all
core functions of the drug development lifecycle.

() LifeSphere

by ArisGlobal

The name you trust in
safety, serving you with
industry-recognized

regulatory solutions.

Learn Mare

Recognized by: i GENS FROST & SULLIVAN
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https://www.arisglobal.com
https://www.linkedin.com/aris-global

Cencora Pharmalex Cencorq

Booth 114
Chesham House, Deansway Phﬂ rma L'E-'K

Chesham
HP5 2FW
United Kingdom

Contact: Rebecca Fuller

Phone: 484.324.7921

Email: contact@pharmalex.com

Website: https./www.pharmalex.com

LinkedIn: https./www.linkedin.com/company/poharmalexglobal

Pharmalex is now part of Cencora, a leading global healthcare company with a foundation
in pharmaceutical distribution. PharmalLex complements Cencora’s existing suite of services
by continuing to service the pharma, biotech and medtech industries, guiding clients from
early strategic planning activities and non-clinical requirements through clinical development,
regulatory submission processes and post-approval/ maintenance post-launch activities.

PH LEXGLOBAL

» PHARMALEX Company

IS now

CenNcora

Pharmalex

Your TMF solution provider has a new name

S
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Certara

CERTARA®

100 Overlook Center, Suite 101
Princeton, NJ 08540

Contact: Israel Bocanegra

Phone: 919.606.5940

Email: marketing@certara.com

Website: https./www.certara.com

Facebook: https../www.facebook.com/Certaral P
Twitter(X): https./twitter.com/Certara

LinkedIn: https./www.linkedin.com/company/certara

Certara accelerates medicines using biosimulation software, technology, and services that transform
traditional drug discovery and development. Its clients include more than 2,300 biopharmaceutical
companies, academic institutions, and regulatory agencies across 70 countries.

The CE RTARA,) formula is simple:

_Q. T
KN 4+ O] = 5
Services Software Success

Who is Certara?

For some partners, we're a full-fledged, regulatory operations department. For others, an overflow
support team. For yet others, the source of our industry’s most intuitive and robust eCTD and CSR
authoring software.

A submission you can stand behind with confidence.

See for yourself. Join our expert, Rachael Bombara, on Wednesday for help navigating the
dos & don'ts of re-using documents across eCTD applications.

Session 11 Track 2 - Wednesday - 10:30 - 11:45 AM

© Copyright 2023 Certara, Inc. All rights reserved.

T
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Ennov
Booth 206 E ll\l NC}V

223 S West Street, Suite 1000 | e ey e 14
Raleigh, NC 27603 | >0ltware 1or Lite

Contact: Chet Shemanski

Phone: 702.171.225

Email: contact-us@ennov.com

Website: https.//en.ennov.com

Twitter(X): https./twitter.com/EnnovGroup
LinkedIn: https./www.linkedin.com/company/ennov

Ennov provides the most original, comprehensive and cost-effective suite of software solutions
for the Life Sciences industry. From leading pharmaceutical companies to emerging biotechs,
we proudly serve over 300 companies and 250,000 users around the world. For more than 20
years, we have been developing innovative, powerful and easy-to-use software for regulated
content, data and process management.

SNNON Ennov Requlatory Suite

Software for Life Simplify compliance with a unified regulatory
infarmation management solution

The Ennov Requlatory software suite combines the
power and flexibility of Ennov Doc, Ennov Dossier, and
Ennov RIM to support the entire regulatory lifecycle
from the early planning of registration targets through
product frelirement,

ENNoV.COm
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Booth 104
Einsteinstrasse 30
88521 Ottobrunn
Germany

EXTEDO Inc E)(TEDO

eRegulatory Affairs

Contact: Carola Haunstetter

Phone: 185 53283500

Email: info@extedo.com

Website: https://www.extedo.com

LinkedIn: https./www.linkedin.com/company/extedo/
mycompany/?viewAsMember=true

EXTEDO is a leading solutions and services provider in the field of Regulatory Information
Management (RIM). We focus on optimizing our clients’ eRegulatory business processes and
provide solutions covering the entire regulatory landscape. Today, EXTEDO enables more than
35 regulatory authorities and over 1000 maintained customers across 65 countries to deliver

Effortless Compliance™.

E )( TEDO

eRegulatory Affairs

EXTEDOpulse - Effortless Regulatory
Information Management in
one comprehensive RIM platform:

7 Streamline your document management processes

/2 Efficiently create, validate, review, and publish compliant
submissions

7 Manage your drug safety data in the most cost effective and
compliant manner

7 Use one single source of truth for your medicinal product data

Start using EXTEDOpulse now and benefit from streamlined
data and processes across your product journey.

MISIDUSIEROoaN S Too much on your plate? Free up resources by letting our
experienced Publishing Team take over crucial document
and dossier publishing activities to ensure\you meet essential
deadlines. \

S
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https://www.genpact.com/

FTI Consulting E T I
Booth 310 ﬁ CONSULTIMNG

1166 6th Avenue, 15th Floor
New York, NY 10036

Contact: Anthony Gotzis

Phone: 215.622.7588

Email: Anthony.Gotzis@FTIConsulting.com

Website: https://www.fticonsulting.com/industries/healthcare/life-sciences
LinkedIn: https./www.linkedin.com/company,/fti-consulting/

Twitter (X): https./twitter.com/FTIConsulting?ref_
src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwagr%5Eauthor

FTI Consulting works with virtually every segment of the Life Sciences, Healthcare Payer, and
Healthcare Provider industry to discern innovative solutions that optimize performance in the
short term and prepare for future strategic, operational, financial and legal challenges. We
provide a one-company team of experts with specialized capabilities and a record of success
across operations, risk & regulatory, digital health, data & analytics, financial advisory, economics
and stakeholder engagement.

EEEEEES FTIHEALTHCARE
E—

FTI Consulting provides a one-company
team of experts with specialized
capabilities and a record of success across
operations, risk & regulatory, digital health,
data & analytics, financial advisory,
economics and stakeholder engagement.

We help build a resilient future for our clients.

DIAglobal.org | ) [ Follow us @DruginfoAssn #RSIDM24 for real-time updates As of February 8, 2024



IQVIA Technologies

Booth 303 =: IQV I /—\

2400 Ellis Road
Durham, NC 27709 TECHNOLOGIES

Contact: Scott Higgins

Phone: 610.505.4771

Email: ScottM.Higgins@iqgvia.com

Website: https:/www.igvia.com/solutions/safety-regulatory-compliance/
regulatory-compliance/igvia-rim-smart

LinkedIn: https./www.linkedin.com/showcase/iqvia-tech/

Twitter (X): https./twitter.com/IQVIA_Tech

IQVIA Technologies helps life sciences accelerate innovation to make a greater impact on health.
Our RIM Smart solution offers an intelligent, intuitive, and integrated approach to regulatory
compliance management. Submissions: plan, assemble, validation, QC, dispatch, archive /
Content management: plan, author, review, approve / Registration lifecycle management: pre-
approval, approval, post-approval / Labeling management: integrated content & change control
from CCDS through artworks

[@AVAWAY
RIM Sma rt TECHNOLOGIES

Intelligent. Intuitive. Integrated.

Submissions Improved decision-making and compliance
Content Increased productivity and speed

Registrations, XEVMPD & IDMP @% Real-time global transparency

Labeling @ Reduced cycle times

Ready to learn more?

Come see us at Booth 303
www.IQVIA.com/RIMSmart

DIAglobal.org | Yy [@ Follow us @DruginfoAssn #RSIDM24 for real-time updates As of February 8, 2024



LORENZ Life Sciences Group

Booth 300
1515 Market Street, Suite 1200
Philadelphia, PA 19102

Contact: Yaprak Eisinger
Phone: 866.956.7369

Email: mail@lorenz.cc
Website: https://www.lorenz.cc

LORENZ Life Sciences Group has been developing and marketing software solutions for over 30
years. The LORENZ RIM solutions address industry, health authorities and academia to ensure
compliance enforcement worldwide. LORENZ’s proven portfolio offers Product Registration/
IDMP, Submission Assembly, Validation and Management, Publishing/eCTD, Regulatory Planning
and Tracking products and related services, and interoperability between LORENZ products and
third-party solutions.

V /4

Lorenz

LIFE SCIENCES GROUP

Are you ready to try

US eCTD4.07

."1:-

Please visit LORENZ at booth #300.
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NNIT
Booth 211 nan

Buddingevej 197
2860 Soborg
Denmark

Contact: Toni Lakin-Ritter

Phone: 484.631.3030

Email: nnitcontact@nnit.com

LinkedIn: https./www.linkedin.com/company/nnit

NNIT provides a wide range of IT and consulting services to the global life sciences industry
and has been a trusted partner to life sciences companies for +25 years. We are a leading global
RA advisory and consultancy unit committed to digitally transform Regulatory Affairs into an
influential strategic and data driven business unit. We leverage thought leadership knowledge
and the newest technology, with implementation excellence and successive maintenance service.
Read more at www.nnit.com

nniT

EMPOWER THOSE
WHO CHANGE LIVES

Leading system implementation provider,
Regulations, business processes and
™ systems.

+ Digital Transformation
+ Data Quality
- * Migration
« Life Sciences Accelerator

AN\
TR
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OpenText opentext:

Booth 201
2440 Sand Hill Road, Suites 301 & 302
Menlo Park, CA 94025

Contact: Robin Gellerman

Phone: 800.499.6544

Email: rgellerm@opentext.com

Website: https:/www.opentext.com/solutions/industry/life-sciences
LinkedIn: https./www.linkedin.com/company/opentext

Twitter (X): https./www.linkedin.com/company/opentext

OpenText can help you tackle complex digital transformation programs with confidence. With
the world’s most complete and integrated Information Management platform, we empower our
customers to organize, integrate and protect data and content as it flows through business
processes. Choose fromasuite of purpose-built document management solutions for Life Sciences
to accelerate clinical trials, improve regulatory submission quality and ensure manufacturing
process compliance.

Smarter with
opentext-

Get the information advantage
opentext” | Documentum for Life Sciences
BOOTH 201

DIAglobal.org | [ Follow us @DruglnfoAssn #RSIDM24 for real-time updates As of February 8, 2024



Schlafender Hase Inc.

Booth 204
245 First Street, Suite 1800-103 J Schla®fender
Cambridge, MA 02142 I Hase

Contact: Catherine Youssef

Email: catherine.youssef@sh-p.com

Website: https://www.schlafenderhase.com

Facebook: https./www.facebook.com/SchlafenderHase/

LinkedIn: https./www.linkedin.com/company/schlafender-hase/

Twitter (X): https./twitter.com/i/flow/login?redirect_after_login=%2FSchlafenderHase

Schlafender Hase delivers an easy-to-use document comparison software for regulatory affairs
to reduce the time you spend proofreading and reduce the risk of errors in your content.
Our solution, TVT®, catches even the smallest differences early in the process, ensuring that
only approved content is printed or published. TVT easily verifies text, artwork, barcodes and
spelling, and generates an audit trail report. Designed for and proven within the highly regulated
life science industry, TVT is currently used by the top 20 life science companies and 5 health
authorities.

}j‘ Schlafender Hase®

Digitize your document review process with TVT,
an intelligent proofreading technology

Built specifically for regulatory affairs professionals to:

Automate the long Reduce the risk of errors

:?goefz:gzzﬁ]rggfocess O\ in regulatory documents

Reduce the number Speed up compliance by
of corrections in effortlessly comparing
submissions old vs. new regulations

THE BEST PART?

TVT can seamlessly be integrated into your Document, Artwork or Regulatory Information Management Systems.

LOOK FOR THE BOOTH WITH THE RABBIT TO LEARN MORE! ’

DIAglobal.org | ) [@ Follow us @DruglinfoAssn #RSIDM24 for real-time updates As of February 8, 2024



Svyneos Health
Booth 213
200 Vesey Street, 4th Floor Syneos

New York, NY 10281 Health

Contact: Rachel Belani-Barker

Phone: 610.716.7156

Email: rachel.belanibarker@syneoshealth.com

Website: https:/www.syneoshealth.com/solutions/consulting

LinkedIn: https./www.linkedin.com/company/syneoshealthconsulting/mycompany,/

Syneos Health are a leading fully integrated biopharmaceutical solutions organization built to
accelerate customer success. Within Syneos Health, our Consulting practice delivers cross-
functional transformational projects across the R&D lifecycle - including regulatory process
and technology transformation. Our regulatory strategy and implementation experience spans
org model design, RIM, IDMP, Analytics, benchmarking and Al/automation, with hubs in NYC,
London, Gurugram and Tokyo.

SHORTENING THE DISTANCE

FROM LAB TO LIFE”.

CONVERSATIONS ON INTEGRATION
integrationsyneoshealth.com

Al hareas Health™, we are 8 eadirg Tulhy indeseraled Bortanmace ubics] Sohelons oranaealion Ewail B

atcelerate oustomer success. We translate unigue cinical, medical affairs and commerdial insight

outcomes o addoess, rodern markel realivies, Our foous on customer sucoess enaldes our expens |

COlADGTANE S TEOnERy [0 NESD SO0 EhEA0E [k delnsery ol ife changi o LR A DES 10 BaliEns W dvade 5
Warch the Cornersofioyis o Intepraran SIOneEs [0 See oy we demansirats the advantapes ol S

P e |I'.:'".'.'.'!|.| Of ATRE approagcs for LIS DOTeErs i et yneﬂs
30 T InbeRrahan synesshealthooo I' Ealll

Visit the Syneos Health Consulting team at the DA REIDM Forum, Boath #8213

DIAglobal.org | Y0 [ Follow us @DruginfoAssn #RSIDM24 for real-time updates As of February 8, 2024



TrialAssure 3

Tri:él

The ultimate transparency suite™

Booth 215
6880 Commerce Blvd.
Canton, Ml 48187

Contact: James Greene

Phone: 908.992.1779

Email: connect@trialassure.com
Website: https://www.trialassure.com

TrialAssure provides fast, affordable, and intelligent software and service solutions to facilitate
clinical trial disclosure (registration and results reporting), document and data anonymization,
document redaction, and authoring of plain language summaries, while delivering the highest
quality clinical trial transparency deliverables that exceed the most stringent requirements.

Tri:él

The ultimate transparency suite™

DATA
BREAKTHROUGH
AWARDS

VOTED #1

REVOLUTIONIZING CLINICAL TRIAL
TRANSPARENCY

Our Mission: Facilitate Transparency for the Entire Pharmaceutical
Industry. TrialAssure is dedicated to providing the best end-to-end
clinical trial disclosure and data transparency solutions.

TrialAssure TrialAssure TrialAssure TrialAssure
~~ANONYMIZE ~LINK SREGISTRY ~BEACOMN

ANONYMIZE® is data, document, and
image anonymization and redaction
technology that empowers you to
share information with confidence,
knowing that patient and company
confidentiality are protected.

Talk with one of our experts
to see a demo and make your work easier!

LINK® allows you to efficiently
develop, translate, and distribute plain
language summaries to meet
increasing compliance requirements
and the growing public demand for
non-technical clinical trial information.

REGISTRY® puts a complete
registration and disclosure toolset at
your fingertips. Reduce your trial
registration and disclosure workload
and consolidate obligations to multiple
global trial registries with one system.

@ wwwirialassure.com

BEACON™ is your central, one-stop
location to track global transparency
compliance across the myriad of
transparency requirements and
guidelines, while ensuring public
access to clinical trial information.

connect@trialassure.com

As of February 8, 2024

DIAglobal.org | Yy [@ Follow us @DruginfoAssn #RSIDM24 for real-time updates



V Syst , Inc. V.
e Yeeva

4280 Hacienda Dr.
Pleasanton, CA 94588

Contact: Naomi Chen

Phone: 908.992.1779

Email: contact@veeva.com

Website: https:/www.veeva.com/

LinkedIn: https./www.linkedin.com/company/veeva-systems/

Veeva is the global leader in cloud software for the life sciences industry. Committed to
innovation, product excellence, and customer success, Veeva serves more than 1,300 customers,
ranging from small biotech to large biopharma. More than 350 companies use Veeva Vault RIM
to transform regulatory operations, accelerate execution, and keep pace with evolving health
authority requirements.

Yeevda VaultRIM

=" ——p =1
*f‘;] > 5]

e,

SUBMISSIONS SUBMISSIONS

REGISTRATIONS SUBMISSIONS PUBLISHING ARCHIVE

VAULT PLATFORM

Come to Booth 212 for a live demo and meet with our experts.

DIAglobal.org | ) [@ Follow us @DruglinfoAssn #RSIDM24 for real-time updates As of February 8, 2024



Yseop

Booth 301
132 West 31st Street, 9th Floor yseop

New York, NY 10001

Contact: Nouri Chibane

Phone: 201.264.3198

Email: sales@yseop.com

Website: https://www.yseop.com

LinkedIn: https./www.linkedin.com/company,/yseop
Twitter (X): https.//twitter.com/yseop

Yseop is the leader in Generative Al for life science and pharmaceutical companies, changing
the way content automation solutions are delivered with a human-centric, Al platform. Yseop is
a pioneer in Natural Language Processing (NLP) technology and acts as a “Copilot” for medical
writers, maximizing their efficiency and accuracy in generating reports and insights crucial to
drug development and approval.

YSEOP
COPILOT

Automate medical writing
with an Al-powered digital ‘5‘ .
colleague

Clients include & y [ wwolved in mora

200 F':r'.'!'r':"l.'l i Belg __ A thRan 1004

Cormpanies nethodology clinical trials
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DIA

Regulatory Submissions, Information,

and Document Management Forum
Exhibitor Directory

February 12-14, 2024
Bethesda North Marriott Hotel and Conference Center | North Bethesda, MD

ArisGlobal, LLC

Contact: Hannah Firth

Email: hfirth@arisglobal.com
Website: https./www.arisglobal.com
LinkedIn: https./www.linkedin.com/arisglobal

Booth 312

ArisGlobal is transforming the way today’s most successful
Life Sciences companies develop breakthroughs and
bring new products to market. Our end-to-end drug
development technology platform, LifeSphere®, integrates
our proprietary cognitive computing engine to automate
all core functions of the drug development lifecycle.

Astrix Booth 307

Contact: Jamie O’Keefe

Phone: 201.736.9443

Email: jokeefe@astrixinc.com

Website: https./www.astrixinc.com

LinkedIn: https./www.linkedin.com/company,/astrix-
technology-group,/

Twitter (X): https./Twitter (X).com/AstrixLC
Facebook: https./www.facebook.com/people/
Astrix/100090090302713/

Astrix is the unrivaled market leader in creating & delivering
innovative strategies, technology solutions, and people to
the life science community. Through world-class people,
process, and technology, Astrix works with clients to
fundamentally improve business, scientific, and medical
outcomes and the quality of life everywhere. Astrix offers
a growing array of fully integrated services designed to
deliver value to clients across their organizations.

Calyx Booth 112
Contact: Alyssa Ballengee

Phone: 661.212.5819

Email: hello@calyx.ai

Website: https./www.calyx.ai

LinkedIn: https./www.linkedin.com/company,/calyxai/

Uniquely combining innovative cloud technology with
decades of regulatory and user experience, Calyx
delivers a scalable and flexible RIM solution that
addresses the full complexity of today’s regulatory
environment. Designed by regulatory experts and
proven across over 1 million global submissions to

date, Calyx RIM is a regulatory solution you can rely on.

Celegence Booth 106

Contact: Celegence

Phone: 224.484.0559

Email: info@celegence.com

Website: https./www.celegence.com

LinkedIn: https./www.linkedin.com/company,/celegence

Qdossier, a Celegence company, provides the
pharmaceutical industry with regulatory consulting
services such as Publishing & Submission, Labelling,
RIMS, IDMP, Medical Writing, & Regulatory Strategy. Our
advanced technology platform - Dossplorer™ is a cloud-
based dossier management solution, allowing clients

to share, review, and manage eCTD and other dossier
formats. Dosscriber™ eCTD document templates also
enable clients to author right first time documents and
optimize lifecycle management.

Cencora Pharmalex Booth 114

Contact: Rebecca Fuller

Phone: 484.324.7921

Email: contact@pharmalex.com

Website: https./www.pharmalex.com
LinkedIn: https./www.linkedin.com/company,/
pharmalexglobal

Pharmalex is now part of Cencora, a leading global
healthcare company with a foundation in pharmaceutical
distribution. PharmalLex complements Cencora’s existing
suite of services by continuing to service the pharma,
biotech and medtech industries, guiding clients from early
strategic planning activities and non-clinical requirements
through clinical development, regulatory submission
processes and post-approval/ maintenance post-launch
activities.

Certara Booth 202

Phone: 888.708.7444

Email: marketing@certara.com

Website: https./www.certara.com

LinkedIn: https./www.linkedin.com/company,/certara
Twitter (x): https://twitter.com/Certara

Facebook: https:/www.facebook.com/CertaralLP

Certaraaccelerates medicines using biosimulation software,
technology, and services that transform traditional drug
discovery and development. Its clients include more than
2,300 biopharmaceutical companies, academicinstitutions,

DIAglobal.org | ) (@ Follow us @DruglinfoAssn #RSIDM24 for real-time updates
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and regulatory agencies across 70 countries.

Court Square Group Booth 200

Contact: John Formento

Phone: 484.942.6318

Email: formento@courtsquaregroup.com
Website: https./www.courtsquaregroup.com

Court Square Group provides Part 11 Managed Services to
Life Sciences companies. We also have our RegDocs365
Suite that includes an affordable document and data
repository with auto classification eTMF and eDM with

an advanced multilingual search engine.

DACHS Computing & Biosciences Booth 313

Contact: Olga Mezeine

Phone: 61 508 0300

Email: services@dachs.ch

Website: https./www.dachs.ch/

LinkedIn: https./www.linkedin.com/company,/dachs-
computing

Facebook: https./www.facebook.com/
DACHSComputing

Cut document review time in halfl Use automated
document validation! OnStyle accelerates document
authoring, identifies, and corrects technical compliance
issues in Word documents. OnTrack identifies more than
50 hard to find technical compliance issues within PDFs
before they become part of dossiers. DACHS, with 25+
years of excellence, takes pride in providing exceptional
document improvement solutions and services to meet
the rigorous demands of the pharmaceutical regulatory

industry.

DocShifter Booth 210

Contact: Geert Van Peteghem & Paul Ireland

Phone: (0)9 242 87 39

Email: hello@docshifter.com

Website: https:/www.docshifter.com/

LinkedIn: https.//be.linkedin.com/company,/docshifter

DocShifter: Premier document conversion / validation
software for life sciences. We accelerate drug
submissions with automated PDF rendering, regulatory
compliance checks, document merging, and long-term
archival. Seamlessly integrates with Veeva, OpenText
Documentum, SharePoint, LORENZ Docubridge, Generis
CARA, and all your other existing systems. Easy setup,

automation, centralization, and reduced IT costs.

Docuvera Booth 308

Contact: Karen Gernhardt

Phone: 206.683.3473

Email: karen.gernhardt@author-it.com

Website: https./www.docuvera.com

LinkedIn: https./www.linkedin.com/company,/15091908
Twitter (X): https./www.x.com/docuvera

LinkedIn: https./www.linkedin.com/company/15091908

DlAglobal.org | ) (@ Follow us @DruglinfoAssn #RSIDM24 for real-time updates

Docuvera is a single platform where pharma content
teams can author, review, approve, translate, and publish
regulated documents by reusing approved, compliant
component content. With applications such as clinical,
global labeling, medical information as well as chemistry
manufacturing and controls, Docuvera is designed with
efficiency and ROI in mind — and specifically for Life
Sciences applications.

Ennov Booth 206

Contact: Chet Shemanski

Phone: 833.366.6887

Email: info@ivigee.com

Website: https://www.en.ennov.com

LinkedIn: https./www.linkedin.com/company,/ennov
Twitter(X): https./twitter.com/EnnovGroup

Ennov provides the most original, comprehensive
and cost-effective suite of software solutions for the
Life Sciences industry. From leading pharmaceutical
companies to emerging biotechs, we proudly serve over
300 companies and 250,000 users around the world.
For more than 20 years, we have been developing
innovative, powerful and easy-to-use software for
regulated content, data and process management.

eSA, Inc. Booth 311

Contact: Kennedy Au

Phone: 3.5765.2971

Email: info@esaplus.com

Website: https://www.esaplus.com/en

LinkedIn: https:/www.linkedin.com/company/esaplus

eSA, Inc. is a highly reputable solution provider that
specializes in providing regulatory affairs & operations
services and solutions to the life sciences and chemical
industries. With extensive experience spanning over two
decades, we have earned a solid reputation for being a
one-stop for all solution, offering quality services and
solutions supported by cutting-edge technology.

EXTEDO Inc.

Contact: Carola Haunstetter

Phone: 185.53283500

Email: info@extedo.com

Website: https:/www.extedo.com

LinkedIn: https://www.linkedin.com/company/extedo/
mycompany/?viewAsMember=true

Booth 104

EXTEDO is a leading solutions and services provider
in the field of Regulatory Information Management
(RIM). We focus on optimizing our clients’ eRegulatory
business processes and provide solutions covering the
entire regulatory landscape. Today, EXTEDO enables
more than 35 regulatory authorities and over 1000
maintained customers across 65 countries to deliver
Effortless Compliance™.

As of February 8, 2024
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FTI Consulting Booth 310

Contact: Anthony Gotzis

Phone: 215.622.7588

Email: Anthony.Gotzis@FTIConsulting.com
Website: https./www.fticonsulting.com/industries/
healthcare/life-sciences

LinkedIn: https./www.linkedin.com/company,/fti-
consulting/

Twitter (X): https./twitter.com/FTIConsulting?ref_

FTI Consulting works with virtually every segment of the
Life Sciences, Healthcare Payer, and Healthcare Provider
industry to discern innovative solutions that optimize
performance in the short term and prepare for future
strategic, operational, financial and legal challenges. We
provide a one-company team of experts with specialized
capabilities and a record of success across operations,
risk & regulatory, digital health, data & analytics, financial

advisory, economics and stakeholder engagement.

Generis Booth 306

Contact: Karolina Rogowska

Phone: 785.444.4666

Email: info@generiscorp.com

Website: https.//www.caralifesciences.generiscorp.com/
LinkedIn: https./www.linkedin.com/company,/1567663/

Generis provides world-class data, content and
business process management for regulated industries
globally. 60% of the top 20 life sciences companies
rely on Generis’ flagship CARA™ Life Sciences Platform,
including AbbVie, UCB, Biogen, Reckitt, Bayer, Pfizer,
and Merck KGaA. Today Generis serves more than
750,000 users worldwide, across use cases ranging
from RIM, Regulatory / R&D and Safety use cases to

Clinical,Quality GxP, CMC, PV, Medical Affairs and more.

Genpact Booth 315

Contact: Preeti Chugh

Phone: +919999032450

Email: preeti.chugh@genpact.com

Website: https./www. genpact.com

LinkedIn: https./www.linkedin.com/company/genpact/
Twitter(X): https./www.twitter.com/Genpact
Facebook: https./www.facebook.com/
ProudToBeGenpact/

Genpact (NYSE: G) is a global professional services
firm delivering the outcomes that transform our clients’
businesses and shape their future. We’re guided by our
real-world experienceredesigningandrunningthousands
of processes for hundreds of global companies. Our
clients - including many in the Global Fortune 500 -
partner with us for our unique ability to combine deep
industry and functional expertise, leading talent, and
proven methodologies to drive collaborative innovation
that turns insights into action and delivers outcomes at
scale. We create lasting competitive advantages for our
clients and their customers, running digitally enabled
operations and applying our Data-Tech-Al services to
design, build, and transform their businesses. And we
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do it all with purpose. From New York to New Delhi and
more than 30 countries in between, our 115,000+ team is
passionate in its relentless pursuit of a world that works
better for people. Get to know us at Genpact.com and

on LinkedIn, Twitter, YouTube, and Facebook.

Gens & Associates Booth 304

Contact: Gens & Associates, Inc.

Phone: 267.614.0935

Email: corporate@gens-associates.com

Website: http./www.gens-associates.com/

LinkedIn: https./www.linkedin.com/company/gens-and-
associates-inc/

Gens & Associates is a Life Science benchmarking
and advisory firm whose mission is “everybody gets
better”. Our industry standard benchmarks focus on the
regulatory eco-system and critical R&D and commercial
touchpoints. Our services consist of strategy, achieving
operational excellence (organization, process, data,
systems), and deep expertise in how organizations
transition while our memberships give access to our
private research, market reports, tools, and leading

practices.

inSeption Group Booth 110

Contact: Brian Sulpizio

Phone: 267.498.5092

Email: bsulpizio@inseptiongroup.com

Website: http./www.inseptiongroup.com

LinkedIn: https./www.linkedin.com/company/inseption-
group

inSeption Group stands out in the global market for its
outstanding outsourcing services, embodying a deep
commitment to both quality and excellence. At its core,
the company specializes in identifying and nurturing top-
tier professionals who infuse each project with intense
passion and dedication. As aresult, inSeption doesn’t just
meet industry standards; it redefines them, particularly

in the complex arena of regulatory documentation.

InteliNotion, LLC Booth 207

Contact: Gabor Fari

Phone: 800.750.4182

Email: info@intelinotion.com

Website: https./www.intelinotion.com/
LinkedIn: https./www.linkedin.com/company/
intelinotion/

InteliNotion is a revolutionary Structured Content
Authoring, Component Content Management and
Content Governance solution for regulated industries.
Architected by ateam of expertsinthe fields of Enterprise
Content & Information Management, Regulatory
Compliance and Cloud Computing, and inspired by
our unique vision for Intelligent Content Networks,
InteliNotion delivers a next-generation platform that
fundamentally reimagines modern Enterprise Content
Management and Content Governance.
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IQVIA Technologies

Contact: Scott Higgins

Phone: 610.505.4771

Email: ScottM.Higgins@iqvia.com

Website: https./www.iqvia.com/solutions/safety-
regulatory-compliance/regulatory-compliance/iqvia-
rim-smart

LinkedIn: https./www.linkedin.com/showcase/iqvia-
tech/

Twitter(X): https./www.twitter.com/IQVIA_Tech
Facebook: https../www.facebook.com/IQVIA/

IQVIA Technologies helps life sciences accelerate
innovation to make a greater impact on health. Our
RIM Smart solution offers an intelligent, intuitive,
and integrated approach to regulatory compliance
management. Submissions: plan, assemble, validation,
QC, dispatch, archive / Content management: plan,
author, review, approve / Registration lifecycle
management: pre-approval, approval, post-approval
/ Labeling management: integrated content & change

control from CCDS through artworks.

Booth 303

IRISS Forum

Contact: Remco Munnik

Phone: 610.601.4990

Email: info@iriss-forum.org

Website: https.//www.iriss-forum.org

LinkedIn: https./www.linkedin.com/company/iriss-
forum

IRISS is a non-profit dedicated to advancing
Implementation of Regulatory Information and
Submission Standards for life sciences globally. Join the
community!

Booth 203

LORENZ Life Sciences Group Booth 300

Contact: Yaprak Eisinger
Phone: 866.956.7369

Email: mail@lorenz.cc
Website: https./www.lorenz.cc

LORENZ Life Sciences Group has been developing
and marketing software solutions for over 30 years.
The LORENZ RIM solutions address industry, health
authorities and academia to ensure compliance
enforcement worldwide. LORENZ’s proven portfolio
offers Product Registration/IDMP, Submission
Assembly, Validation and Management, Publishing/
eCTD, Regulatory Planning and Tracking products and
related services, and interoperability between LORENZ

products and third-party solutions.

NNIT

Contact: Toni Lakin-Ritter

Phone: 484.631.3030

Email: nnitcontact@nnit.com

LinkedIn: https./www.linkedin.com/company,/nnit

Booth 211
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NNIT provides a wide range of IT and consulting services
to the global life sciences industry and has been a
trusted partner to life sciences companies for +25 years.
We are a leading global RA advisory and consultancy
unit committed to digitally transform Regulatory Affairs
into an influential strategic and data driven business
unit. We leverage thought leadership knowledge and
the newest technology, with implementation excellence
and successive maintenance service. Read more at www.

nnit.com

OpenText Booth 201

Contact: Robin Gellerman

Phone: 800.499.6544

Email: rgellerm@opentext.com

Website: https./www.opentext.com/solutions/industry/
life-sciences

LinkedIn: https./www.linkedin.com/company/opentext
Twitter(X): https./twitter.com/OpenText

OpenText can help you tackle complex digital
transformation programs with confidence. With the
world’s most complete and integrated Information
Management platform, we empower our customers to
organize, integrate and protect data and content as it
flows through business processes. Choose from a suite of
purpose-built document management solutions for Life
Sciences to accelerate clinical trials, improve regulatory
submission quality and ensure manufacturing process
compliance.

Orion Business Innovation Booth 102

Contact: Duane Tester

Phone: 732.890.2443

Email: venkatraman.b@orioninc.com

Website: https./www.orioninc.com/

Twitter (X): htps./twitter.com/CurrentlyOrion
LinkedIn: https./www.linkedin.com/company,/299849/
admin/feed/posts/

Facebook: https./www.facebook.com/CurrentlyOrion/

Orion Innovation is a leading digital transformation and
product development services firm. Rooted in engineering
and design thinking, along with a unique combination
of agility, scale, and maturity, its team of approximately
6,400 helps Fortune 1000 companies improve efficiencies,
enhance experiences, and develop new digital offerings.
Through its global delivery centers, Orion serves clients
across Healthcare, Life Sciences, and various industries. For

more information, visit www.orioninc.com.

Red Nucleus Booth 314

Contact: Jeffrey Warwick

Phone: 267.274.5100

Email: info@rednucleus.com

Website: https:/www.rednucleus.com

LinkedIn: https./www.linkedin.com/company,/red-
nucleus/

We are your global strategic partner trusted to deliver
transformative solutions across the entire life sciences
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product life cycle. By connecting our full suite of products
and services, we are the “red thread” to lead you through
transformational change to accelerate success.

Schlafender Hase Inc. Booth 204

Contact: Catherine Youssef

Phone: 201.479.2372

Email: catherine.youssef@sh-p.com

Website: https./www.schlafenderhase.com
LinkedIn: https./www.linkedin.com/company/
schlafender-hase/

Twitter(X): https./twitter.com/i/flow/login?redirect
after_login=%2FSchlafenderHase

LinkedIn: https./www.linkedin.com/company,/
schlafender-hase/

Schlafender Hase delivers an easy-to-use document
comparison software for regulatory affairs to reduce
the time you spend proofreading and reduce the risk of
errors in your content. Our solution, TVT®, catches even
the smallest differences early in the process, ensuring
that only approved content is printed or published. TVT
easily verifies text, artwork, barcodes and spelling, and
generates an audit trail report. Designed for and proven
within the highly regulated life science industry, TVT is
currently used by the top 20 life science companies and 5
health authorities.

Syneos Health Booth 213

Contact: Rachel Belani-Barker

Phone: 610.716.7156

Email: rachel.belanibarker@syneoshealth.com
Website: https:/www.syneoshealth.com/solutions/
consulting

LinkedIn: https./www.linkedin.com/company/
syneoshealthconsulting/mycompany/

Syneos Health are a leading fully integrated
biopharmaceutical solutions organization built to accelerate
customer success. Within Syneos Health, our Consulting
practice delivers cross-functional transformational projects
across the R&D lifecycle - including regulatory process and
technology transformation. Our regulatory strategy and
implementation experience spans org model design, RIM,
IDMP, Analytics, benchmarking and Al/automation, with
hubs in NYC, London, Gurugram and Tokyo.

TrialAssure Booth 215

Contact: James Greene

Phone: 908.992.1779

Email: connect@trialassure.com
Website: https./www.trialassure.com

TrialAssure provides fast, affordable, and intelligent
software and service solutions to facilitate clinical trial
disclosure (registration and results reporting), document
and data anonymization, document redaction, and
authoring of plain language summaries, while delivering
the highest quality clinical trial transparency deliverables
that exceed the most stringent requirements.
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Veeva Systems, Inc. Booth 212

Contact: Naomi Chen

Phone: 609.325.8678

Email: contact@veeva.com

Website: https./www.veeva.com/

LinkedIn: https./www.linkedin.com/company,/veeva-
systems/

Veeva is the global leader in cloud software for the life
sciences industry. Committed to innovation, product
excellence, and customer success, Veeva serves more
than 1,300 customers, ranging from small biotech to
large biopharma. More than 350 companies use Veeva
Vault RIM to transform regulatory operations, accelerate
execution, and keep pace with evolving health authority

requirements.

Weave Al

Contact: Shlomo Klapper, COO

Phone: 201.927.5141

Email: shliomo@weave.bio

Website: https./www.weave.bio

LinkedIn: https./www.linkedin.com/company/ultragenic

Booth 205

Weave is the IND acceleration platform. IND applications
are spun together from millions of source threads.
AutoIND can Weave it all together — at the speed of
Al. You input your IND-enabling studies, and Weave’s Al
produces a first draft of an IND application.

Yseop Booth 301

Contact: Nouri Chibane

Phone: 201.264.3198

Email: sales@yseop.com

Website: https./www.yseop.com

LinkedIn: https./www.linkedin.com/company,/yseop
Twitter(X): https./twitter.com/yseop

Yseop is the leader in Generative Al for life science and
pharmaceutical companies, changing the way content
automation solutions are delivered with a human-centric,
Al platform. Yseop is a pioneer in Natural Language
Processing (NLP) technology and acts as a “Copilot”
for medical writers, maximizing their efficiency and
accuracy in generating reports and insights crucial to
drug development and approval.
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Exhibiting Companies

Orion Business Innovation

EXTEDO Inc.
Celegence
inSeption Group
Calyx

Cencora Pharmalex
Court Square Group
OpenText

Certara

IRISS Forum

Schlafender Hase Inc.

Weave Al
Ennov
InteliNotion, LLC

210
21
212
213
215
300
301
303
304
306
307
308
310
3N
312

DocShifter 313
NNIT 314
Veeva Systems, Inc. 315

Syneos Health
TrialAssure
LORENZ Life Sciences Group
Yseop

IQVIA Technologies
Gens & Associates
Generis

Astrix

Docuvera

FTI Consulting

eSA, Inc.
ArisGlobal, LLC
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File Path: C:\

DACHS Computing & Biosciences
Red Nucleus
GENPACT UK LIMITED
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Exhibitors by Services

Adverse Event Management/Software

Ennov

Bioanalytical Data Audits/Laboratory & Validation Eval

Astrix

Case Report Forms
DocShifter
InteliNotion, LLC

Change Management/Implementation

NNIT
Syneos Health

Veeva Systems, Inc.

Chemistry/Manufacturing/Controls

Cencora Pharmalex

Weave Al

Booth 206

Booth 307

Booth 210
Booth 207

Booth 211
Booth 213
Booth 212

Booth 114
Booth 205

Client/Server Database Development and Migration

LORENZ Life Sciences Group
Clinical R&D

Astrix

NNIT

Syneos Health

Clinical Study Reports
DocShifter

InteliNotion, LLC

Yseop

Clinical Trial Monitoring
inSeption Group

Computer System Validation
Astrix

DACHS Computing & Biosciences
EXTEDO Inc.

LORENZ Life Sciences Group
OpenText

Orion Business Innovation
Consulting

Astrix

Celegence

Cencora Pharmalex

DACHS Computing & Biosciences
eSA, Inc.

EXTEDO Inc.

Gens & Associates

inSeption Group

IQVIA Technologies

LORENZ Life Sciences Group
NNIT

Syneos Health

Data Management

ArisGlobal, LLC Booth 312

DIAglobal.org |

Booth 300

Booth 307
Booth 211
Booth 213

Booth 210
Booth 207
Booth 301

Booth 110

Booth 307
Booth 313
Booth 104
Booth 300
Booth 201
Booth 102

Booth 307
Booth 106
Booth 114
Booth 313
Booth 31
Booth 104
Booth 304
Booth 110
Booth 303
Booth 300
Booth 21
Booth 213

Astrix

Ennov

EXTEDO Inc.

Generis

inSeption Group
InteliNotion, LLC

IQVIA Technologies

LORENZ Life Sciences Group
NNIT

OpenText

Orion Business Innovation
Red Nucleus

TrialAssure

Data Validation

ArisGlobal, LLC

Astrix

DACHS Computing & Biosciences
IQVIA Technologies

LORENZ Life Sciences Group
NNIT

Orion Business Innovation
Red Nucleus

Database Conversions
Astrix

Document Management
ArisGlobal, LLC

Cencora Pharmalex

Certara

DACHS Computing & Biosciences
DocShifter

Ennov

EXTEDO Inc.

Generis

IQVIA Technologies

LORENZ Life Sciences Group
OpenText

Orion Business Innovation
Red Nucleus

TrialAssure

Veeva Systems, Inc.

Yseop

Drug Master File Dossiers
DACHS Computing & Biosciences
eSA, Inc.

InteliNotion, LLC

Veeva Systems, Inc.

Booth 307
Booth 206
Booth 104
Booth 306
Booth 110

Booth 207
Booth 303
Booth 300
Booth 211

Booth 201
Booth 102
Booth 314
Booth 215

Booth 312
Booth 307
Booth 313
Booth 303
Booth 300
Booth 211
Booth 102
Booth 314

Booth 307

Booth 312
Booth 114
Booth 202
Booth 313
Booth 210
Booth 206
Booth 104
Booth 306
Booth 303
Booth 300
Booth 201
Booth 102
Booth 314
Booth 215
Booth 212
Booth 301

Booth 313
Booth 311

Booth 207
Booth 212

Electronic Data Capture
Ennov

Veeva Systems, Inc.
Electronic Submissions
Certara

DocShifter

Ennov

eSA, Inc.

EXTEDO Inc.

Gens & Associates
inSeption Group

IQVIA Technologies
LORENZ Life Sciences Group
Orion Business Innovation
Red Nucleus

TrialAssure

Veeva Systems, Inc.

GCP Compliance

Cencora Pharmalex
DACHS Computing & Biosciences
Ennov

inSeption Group

Veeva Systems, Inc.

GLP Compliance

Astrix

Ennov

GMP Compliance

Ennov

Generis

OpenText

Orion Business Innovation

Booth 206
Booth 212

Booth 202
Booth 210
Booth 206
Booth 311
Booth 104
Booth 304
Booth 110
Booth 303
Booth 300
Booth 102
Booth 314
Booth 215
Booth 212

Booth 114
Booth 313
Booth 206
Booth 110
Booth 212

Booth 307
Booth 206

Booth 206
Booth 306
Booth 201
Booth 102

Market Research/Product Communication

Cencora Pharmalex
Medical Communications
Certara

InteliNotion, LLC
Medical Information
Cencora Pharmalex
IQVIA Technologies
Medical Writing
Celegence

Certara

inSeption Group
InteliNotion, LLC
Red Nucleus
TrialAssure

Weave Al

Yseop
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Booth 114

Booth 202
Booth 207

Booth 114
Booth 303

Booth 106
Booth 202
Booth 110

Booth 207
Booth 314
Booth 215

Booth 205
Booth 301
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Non-clinical Pharmacology
Weave Al
Patient Compliance

ArisGlobal, LLC

Booth 205

Booth 312

Patient Information Leaflets (PIL), Labeling

IQVIA Technologies
Pharmacovigilance

ArisGlobal, LLC

Cencora Pharmalex

Certara

Ennov

EXTEDO Inc.

Generis

NNIT

Yseop

Programming (Database, SAS, etc)
Astrix

DACHS Computing & Biosciences
LORENZ Life Sciences Group
Project Management

EXTEDO Inc.

InteliNotion, LLC

Orion Business Innovation
Process Validation

Certara

Quality Assurance/Control
Cencora Pharmalex

DACHS Computing & Biosciences
Generis

inSeption Group

OpenText

Orion Business Innovation
Registries

Red Nucleus

TrialAssure

Regulatory Affairs/Regulatory Strategy

ArisGlobal, LLC
Celegence

Cencora Pharmalex
Certara

eSA, Inc.

EXTEDO Inc.
Generis

Gens & Associates
inSeption Group
IQVIA Technologies
NNIT

OpenText

Red Nucleus
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Booth 303

Booth 312
Booth 114

Booth 202
Booth 206
Booth 104
Booth 306
Booth 211

Booth 301

Booth 307
Booth 313
Booth 300

Booth 104
Booth 207
Booth 102

Booth 202

Booth 114
Booth 313
Booth 306
Booth 110
Booth 201
Booth 102

Booth 314
Booth 215

Booth 312
Booth 106
Booth 114
Booth 202
Booth 311
Booth 104
Booth 306
Booth 304
Booth 110
Booth 303
Booth 211
Booth 201
Booth 314

Syneos Health

Veeva Systems, Inc.

Weave Al

Yseop

Regulatory Document Preparation
ArisGlobal, LLC

Celegence

Cencora Pharmalex

Certara

DACHS Computing & Biosciences
DocShifter

EXTEDO Inc.

Generis

inSeption Group

InteliNotion, LLC

IQVIA Technologies

LORENZ Life Sciences Group
OpenText

Red Nucleus

Syneos Health

TrialAssure

Veeva Systems, Inc.

Weave Al

Yseop

Software Development & Evaluation
Certara

DACHS Computing & Biosciences
DocShifter

LORENZ Life Sciences Group
Orion Business Innovation
Syneos Health

TrialAssure

Weave Al

Standard Operating Procedures
Generis

InteliNotion, LLC

OpenText

Red Nucleus

Strategic Planning and Implementation

Astrix

Gens & Associates
Syneos Health

Veeva Systems, Inc.
Technology Assessment
Gens & Associates

Orion Business Innovation
Red Nucleus

Syneos Health

Booth 213
Booth 212
Booth 205
Booth 301

Booth 312
Booth 106
Booth 114
Booth 202
Booth 313
Booth 210
Booth 104
Booth 306
Booth 110
Booth 207
Booth 303
Booth 300
Booth 201
Booth 314
Booth 213
Booth 215
Booth 212
Booth 205
Booth 301

Booth 202
Booth 313
Booth 210
Booth 300
Booth 102
Booth 213
Booth 215
Booth 205

Booth 306
Booth 207
Booth 201
Booth 314

Booth 307
Booth 304
Booth 213
Booth 212

Booth 304
Booth 102
Booth 314
Booth 213

Trial Management
Ennov

Training
Celegence
EXTEDO Inc.
inSeption Group

Syneos Health

Booth 206

Booth 106
Booth 104
Booth 110
Booth 213

Workflow Assessment/Re-Engineering

Generis
Gens & Associates
Orion Business Innovation

Syneos Health

Booth 306
Booth 304
Booth 102
Booth 213
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