PDA pda.org/2021annual

2021 PDA &
AN N UAL i
MEETING

EXHIBITOR
BUYER'S GUIDE

15-17 MARCH

CONNECTING VIRTUAL EXHIBITION: 15-17 MARCH

#PDAannual
PEOPLE
SCIENCE~v
REGULATION®



http://pda.org/2021annual
http://pda.org

PDA

NS 2021 PDA ANNUAL MEETING EXHIBITOR BUYER'S GUIDE

[ ]
HEEGIO®]N

[ ]
MANUFACTURING Inc.
BUILDING FOR LIFE™



http://pda.org

2021
EXHIBITS

COMMITTEE

e =

- %3 Novatek International
-

H

Carol Dellicicchi
Pall Corporation

Marc G. Glogovsky, MS, SM (NRCM)
ValSource, LLC

Larry Pepper
Genesis Packaging Technologies

Peter Pratt
Bioscience International, Inc.

Jason Willett
Veltek Associates, Inc.

Alison Caballero
PDA

David Hall
PDA

PDA

N=> 2021 PDA ANNUAL MEETING EXHIBITOR BUYER'S GUIDE | EXHIBITS COMMITTEE

This Buyer’s Guide is designed to help you maximize
your virtual 2027 PDA Annual Meeting experience. Use
the Schedule-at-a-Glance and Tech Talk schedule

to build your own Conference itinerary. The Exhibitor
Abstracts and listing of Exhibitors by categories of
product and service offerings will make it easier for you
to navigate the virtual Exhibit Hall and to select those
Exhibitors with which you want to connect.

We have developed this Conference to ensure it
delivers the same high-quality content, premier
attendee experience, and community-focused
networking opportunities you have come to expect.
With superior content from thought leaders and plenty
of opportunities to connect with peers from all over the
world, this remains the premier Conference in the field
of pharmaceutical manufacturing.
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W AMGEN

Our Mission: To Serve Patients

Amgen is committed to unlocking the potential of biology for patients
suffering from serious illnesses by discovering, developing, manufacturing
and delivering innovative human therapeutics. This approach begins by
using tools like advanced human genetics to unravel the complexities of
disease and understand the fundamentals of human biology.
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AMGEN

Amgen is one of the world’s leading
biotechnology companies. Amgen is a values-
based company, deeply rooted in science
and innovation to transform new ideas and
discoveries into medicines for patients with
serious illnesses. Amgen is committed

to unlocking the potential of biology for
patients suffering from serious illnesses by
discovering, developing, manufacturing and
delivering innovative human therapeutics.
This approach begins by using tools like
advanced human genetics to unravel the
complexities of disease and understand the
fundamentals of human biology.

www.amgen.com

View full company abstract
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SCHEDULE-AT-A-GLANCE

MONDAY, 15 MARCH TUESDAY, 16 MARCH WEDNESDAY, 17 MARCH
U Opening Plenary ‘g Trivia with PDA U Plenary E Break § Concurrent § Concurrent
10:00 - 11:30 16:15-17:15 10:00 - 11:30 16:15 - 20:15 Sessions Live Sessions Live
Panel Discussions Panel Discussions
£7] Virtual Exhibition [Z] Break &3] Virtual Exhibition ® Concurrent and Q&A and Q&A
Experience and 17:15 - 20:15 Experience and Sessions Live 10:00 — 10:45 20:15 - 21:00
Posters Posters Panel Discussions
11:30 - 12:30 & Concurrent 11:30 - 12:30 and Q&A 4», Network 4», Network
Sessions Live 20:15 - 21:00 and Connect and Connect
§ Concurrent Panel Discussions § Concurrent 10:45 - 11:30 21-:00 - 21:45
Sessions Live and Q&A Sessions Live 4% Network
Panel Discussions 20:15 - 21:00 Panel Discussions and Connect &7 Virtual Exhibition &7 Virtual Exhibition
and Q&A and Q&A 21:00 - 21:45 Experience and Experience and
12:30 - 13:15 {2, Network 12:30 - 13:15 Posters Posters
and Connect ﬁ Virtual Exhibition 11:30 = 12:30 21:45 — 22:30
{», Network 21:00 - 21:45 %, Network Experience and
and Connect . o and Connect Posters § Concurrent § Concurrent
13:15 - 14:00 £7) Virtual Exhibition 13:15 - 14:00 21:45 - 22:30 Sessions Live Sessions Live
Experience and Panel Discussions Panel Discussions
&7 Virtual Exhibition Posters &3] Virtual Exhibition ® Concurrent and Q&A and Q&A
Experience and 21:45 - 22:30 Experience and Sessions Live 12:30 = 13:15 22:30 - 23:15
Posters Posters Panel Discussions
14:00 - 14:45 & Concurrent 14:00 - 14:45 and Q&A 4», Network 4», Network
Sessions Live 22:30 — 23:15 and Connect and Connect
§ Concurrent Panel Discussions § Concurrent 13:15 — 14:00 23:15 — 00:00
Sessions Live and Q&A Sessions Live 4% Network
Panel Discussions 22:30 - 23:15 Panel Discussions and Connect @ Closing Plenary
and Q&A and Q&A 23:15 - 00:00 14:00 — 15:45
14:45 - 15:30 4», Network 14:45 - 15:30
and Connect Bi Break
{P, Network 23:15 - 00:00 4%, Network 15:45 - 20:15
and Connect and Connect
15:30 - 16:15 15:30 - 16:15
PDA

,,,,,,,,,,,,,,,,,,,,,, SCHEDULE-AT-A-GLANCE
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Tech Talks are on demand. Watch all or some of the available presentations at a time that is most convenient to you.
Representatives from the participating companies will be available to answer questions during the time listed below. Join them
for face-to-face, live interaction.

13:15 - 14:00
EM and the Implication in the EU GMPs Annex 1
Gilberto Dalmaso, Technical Science Director for Europe and Asia, Veltek Associates

The presentation will cover all aspects of environmental monitoring design and execution in pharma cleanrooms. It will present the GMP requirements and regulatory
expectations. Finally, monitoring methods and rationales for their implementation will be discussed.

15:30 - 16:15
Gaining Value from a Smart Disinfectant Efficacy S ategy
Donald Singer, Senior Microbiology Technical Consultant, Ecolab Life Science

Optimizing and having a cost-saving strategy when developing a disinfection efficacy alidation program is smart. Developing the right disinfectant efficacy dat
package to ensure your disinfection program is effective, and to demonstrate this to regulators is critical. If the right package is created, it may be used by one or
multiple site operations. Using recognized and validated methods, applying a ‘matrix’ approach to select the organisms and surfaces to test, and partnering with an
experienced contract laboratory are all critical steps in the process. Understanding your options for generating the data package can be significant owards gaining the
most value from your decision.

TUESDAY, 16 MARCH

13:15 - 14:00
Cell & Gene Therapy Aseptic Filling Scalability — Development to Commercial
Ken Rando, Head of Business Development for Cell & Gene Therapy, North America, ATS/COMECER Inc.

The growing demand for small batch aseptic filling in cell and gene the apy requires both flexibility and obust quality. We will be discussing examples of COMECER’s
latest downstream filling solutions for both vial and ¢ yo-bag filling. These technologies were designed from the ground up for cell and gene therapy applications. They
address the unique requirements for processing and handling different types of “living drugs”. In this short presentation, find out how gene the apy companies, and
even the PDA itself, utilize COMECER's vial filling au omation systems. Explore our latest offerings for cryo-bag filling o accommodate any style cryo-bag. See how
COMECER's flexible, modular solutions can be utili ed to scale from development all the way to commercial. With 40 years of proven experience in the aseptic isolation
and containment industry, COMECER'’s “Designed-to-Order” GMP Isolators and Automation systems offer a trusted resource for personalized therapy.

PDA
NS 2021 PDA ANNUAL MEETING EXHIBITOR BUYER'S GUIDE
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G-CON Manufacturing designs,
B U | LDl N G FO R Ll FE ™ builds, and installs prefabricated
= cleanroom PODs. G-CON's
cleanroom POD portfolio
encompasses a variety of
different dimensions and
purposes, from laboratory
environments to personalized

medicine and production
process platforms. The POD

@ Prefabricated cleanroom solutions for drug therapeutic i = m cleanroom units surpass

manufacturing - .

AT traditional cleanroom structures

@ Fully qualified cleanroom facilities; cGMP tested and | Al | by virtue of their scalability,

compliant - . o o

4 ; ; mobility, and the possibility of

@ Projects in the shortest timeframe e Bl . repurposing the PODs once the
® Cost savings with predictable timelines i ' _:- e B production process reaches its
® Capacity scaling without interruption ; MiECEE Gl
® Manufacturing control of productivity, time logistics and N e www.gconbio.com

safety .
View full company abstract »

www.gconbio.com | sales@gconbio.com

PDA
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A% VIDEO CHAT: ATTENDEE PERSPECTIVE

Did you know you can meet
face to face with Exhibitors
via live video chat?

In the Exhibit Booth, on the
left-hand navigation bar, locate

the EGEY %19l tab. Once

you are in that window,

company representative 1o

A 4

see his or her availability. o——

Click the Video Chat button to
pick one of two ways to join the
chat. Up to 14 other attendees
can join each video chat room.

PDA
I Sy 2021 PDA ANNUAL MEETING EXHIBITOR BUYER'S GUIDE | IN-BOOTH VIDEO CHAT
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2022 PDA ANNUAL MEETING -
RESERVE YOUR EXHIBIT SPACE!
4350 East West Highway, Suite 600
Bethesda, MD 20814

Tel: +1 (301) 656-5900

www.pda.org

Be the first o receive exhibit and sponsor
information for the 2022 PDA Annual Meeting.
Drop in to say hi to David Hall, Vice President
of Sales, in a face-to-face video chat room.

CATEGORIES:

e Pharmaceutical Training
¢ Training Materials and Services

AMERICAN PHARMACEUTICAL
REVIEW

MEDIA SPONSOR

395 Oyster Point Blvd., Suite 321

South San Francisco, CA 94080

Tel: +1 (650) 243-5212
www.americanpharmaceuticalreview.com

Start receiving your free copy today. American
Pharmaceutical Review is a journal covering
the drug pipeline from the late discovery
phase through manufacturing. American
Pharmaceutical Review prides itself on having
the most relevant, unbiased, and informative
editorial in the industry.

AMGEN

PLATINUM SPONSOR
One Amgen Center Dr.
Thousand Oaks, CA 91320
Tel: +1 (805) 447-1000
www.amgen.com

View advertisement

AMGEN

Amgen is one of the world’s leading
biotechnology companies. Amgen is a
values-based company, deeply rooted in
science and innovation to transform new ideas
and discoveries into medicines for patients
with serious illnesses. Amgen is committed to
unlocking the potential of biology for patients
suffering from serious illnesses by discovering,
developing, manufacturing and delivering
innovative human therapeutics. This

approach begins by using tools like advanced
human genetics to unravel the complexities of
disease and understand the fundamentals of
human biology.

APTAR PHARMA

250 North Rt. 303

Congers, NY 10920

Tel: +1 (845) 639-3700
www.aptar.com/pharmaceutical/
delivery-routes/injectables/

For pharma customers worldwide, Aptar
Pharma is the go-to drug delivery expert,

PDA
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providing innovative drug delivery systems,
components and active packaging solutions
across the widest range of delivery routes,
including nasal, pulmonary, ophthalmic, dermal,
and injectables. Aptar Pharma Services provide
early stage to commercialization support

to accelerate and de-risk the development
journey. With a strong focus on innovation,
Aptar Pharma is leading the way in developing
connected devices to deliver digital medicines.
With a global manufacturing footprint of 14
GMP sites, Aptar Pharma provides security-of-
supply and local support to customers. Aptar
Pharma is part of AptarGroup, Inc. (NYSE:ATR).
www.aptar.com/pharma

CATEGORIES:

e Biotech

e Consulting Services

¢ Container Closure

e Extractables and Leachables
 Pre-filled Syringe

e Stoppers and Elastomers

* Vaccines

e Vials
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BIOPHARM INTERNATIONAL
MEDIA SPONSOR

485 F US Highway 1, Suite 210
Iselin, NJ 08830

Tel: +1 (732) 596-0276
www.biopharminternational.com

BioPharm International integrates the
science and business of Biopharmaceutical
research, development, and manufacturing.
BioPharm International provides practical,
peer-reviewed technical solutions to enable
biopharmaceutical professionals to perform
their jobs more effectively.

BIOPROCESS ONLINE
MEDIA SPONSOR

5340 Fryling Rd., Suite 300
Erie, PA 16510

Tel: +1 (814) 897-7700
www.bioprocessonline.com

BioProcess Online is the leading source of
technical information, industry knowledge,

and content for the biotherapeutic community.
From upstream to downstream processing
through bioanalysis and biomanufacturing, our
goal is to provide readers with the most up-to-
date information about the issues, challenges,
and news they care about most.

COMPANY ABSTRACTS

BOSTON ANALYTICAL
14 Manor Parkway

Salem, NH 03079

Tel: +1 (603) 893-3758
www.bostonanalytical.com

Boston Analytical, the Life Sciences Division of
Alpha Analytical, is a cGMP compliant, FDA/
DEA registered, ISO/IEC-17025:2005 certifie
analytical laboratory located in Salem, NH.
Boston Analytical provides testing services to
pharmaceutical and medical device companies
worldwide, including analytical testing/method
development, microbiological testing/EM
services, stability testing/ICH-compliant storage,
and extractables and leachables studies.

CATEGORIES:

* Analytical Equipment/ Services

* Analytical Labs/Stability

* Biologics (Blood and Plasma Products)

e Biopharmaceuticals

* Biotech

* Environmental Monitoring

» Extractables and Leachables

* Microbiology/Environmental Monitoring
* Qutsourcing

* Proteins/Peptides

PDA
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CAl

2601 Fortune Cr. East, Suite 301B
Indianapolis, IN 46241

Tel: +1 (317) 271-6082
www.cagents.com

Since CAl was founded in 1996, we have
delivered over half a billion dollars in services for
hundreds of clients across thousands of projects
around the world. With offices in the US Canada,
Australia, Netherlands, Korea, Switzerland,
Ireland, Italy, China, Singapore, and Malaysia, we
have built an international team of more than
600 professionals providing local support from a
global company. Our engineering, technical, and
consulting services are fashioned purposefully to
develop mission-critical facilities at a high level
of performance and reliability. When operational
readiness and startup are critical, CAl helps
deliver to a higher standard.

CATEGORIES:

e Consulting Services

* Facilities & Engineering

e Process Validation

* QC/QA

¢ Quality & Regulatory
 Quality Risk Management
¢ Quality Systems

e Regulatory Affairs

e Technology Transfer

¢ Validation Services
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CELL & GENE

MEDIA SPONSOR

5340 Fryling Rd., Suite 300
Erie, PA 16510

Tel: +1 (814) 897-7700
www.cellandgene.com

Cell & Gene provides actionable information to
professionals involved in the development and
commercialization of cell and gene therapies.
Through the original editorial published on

the site, Cell & Gene facilitates the sharing

of insights on challenges, trends, and best
practices in this burgeoning field. Cell & Gene’s
editorial scope spans the entire product lifecycle
from basic research to commercialization.

CONTRACT PHARMA
MEDIA SPONSOR

25 Phillips Parkway
Montvale, NJ 07645

Tel: +1 (201) 825-2552
www.contractpharma.com

CONTRACT PHARMA is the multimedia
information outlet dedicated to bio/pharma
outsourcing. From drug development

to manufacturing, we cover the latest
developments, views, and opinions from
industry leaders in print and online.

DRUG DEVELOPMENT & DELIVERY
MEDIA SPONSOR

219 Changebridge Rd.

Montville, NJ 07045

Tel: +1 (973) 299-1200
www.drug-dev.com

Drug Development & Delivery is a print and
digital publication exclusively committed to
advancing the applied science, technology, and
related business practices of pharmaceutical
and biological drug development, including:

* Drug Delivery Technologies * Controlled
Release * Formulation Development *
Bioavailability * Medical Devices/Combination
products * Contract Services * Solubility
Enhancement and more.

ECOLAB LIFE SCIENCES
1 Ecolab PI.

St. Paul, MN 55102

Tel: +1 (800) 352-5326
www.ecolab.com/lifesciences

Ecolab Life Sciences is a trusted partner

in pharmaceutical manufacturing. We

provide innovative contamination control,
disinfection, and cleaning solutions for critical
manufacturing areas to ensure product
quality and safety, while improving operational
efficien

PDA
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CATEGORIES:

» Aseptic Processing

¢ Biopharmaceuticals

 Biotech

e Cell Therapy

¢ Clean Room Equipment and Supplies
* Fill/Finish

* Sterilization Sciences

ELI LILLY

SILVER SPONSOR >
1400 West Raymond St.

Indianapolis, IN 46221

Tel: +1 (317) 651-4026

www.lilly.com

Lilly was founded in 1876 by Colonel Eli Lilly,

a man committed to creating high-quality
medicines that met real needs in an era of
unreliable elixirs peddled by questionable
characters. His charge to the generations of
employees who have followed was this: “Take
what you find he e and make it better and better.”
More than 140 years later, we remain committed
to his vision through every aspect of our
business and the people we serve starting with
those who take our medicines, and extending to
health care professionals, employees, and the
communities in which we live.
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G-CON
MANUFACTURING, INC.
BRONZE SPONSOR

6161 Imperial Loop

College Station, TX 77845

Tel: +1 (979) 204-7975
www.gconbio.com

View advertisement

L]
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L]
MANUFACTURING Inc
BUILDING FOR LIFE™

G-CON Manufacturing designs, builds,

and installs prefabricated cleanroom

PODs. G-CON'’s cleanroom POD portfolio
encompasses a variety of different dimensions
and purposes, from laboratory environments to
personalized medicine and production process
platforms. The POD cleanroom units surpass
traditional cleanroom structures by virtue of
their scalability, mobility, and the possibility

of repurposing the PODs once the production
process reaches its lifecycle end.

CATEGORIES:

* Aseptic Processing

e Cell Therapy

¢ Clean Room Equipment and Supplies
 Facilities and Engineering

* Fill/Finish

GERRESHEIMER AG
Klaus-Bungert-Strale 4
Diisseldorf, 40667
Germany

Tel: + 49 (211) 618-1330
www.gerresheimer.com/en

Gerresheimer is the global partner for pharma,
biotech, healthcare and cosmetics with a very
broad product range for pharmaceutical and
cosmetic packaging and drug delivery devices.
The company is an innovative solution provider
from concept to delivery of the end product.
Gerresheimer achieves its ambitious goals
through a high level of innovative strength,
industrial competence, focus on quality and
customers. In developing innovative and
sustainable solutions, Gerresheimer relies on
a comprehensive international network with
numerous innovation and production centers
in Europe, America and Asia. With its products
and solutions, Gerresheimer plays an essential
role in people’s health and well-being.

CATEGORIES:

e Contract Manufacturing

* Disposables

e Drug-Delivery Systems

* Glass Containers/Products
* Pre-filled Syringes

* Quality & Regulatory

* Syringes

* Vials

PDA
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IPS-INTEGRATED PROJECT
SERVICES, LLC

721 Arbor Way, Suite 100

Blue Bell, PA 19422

Tel: +1 (610) 828-4090
www.ipsdb.com

IPS is a global leader in developing innovative
business solutions for the biotechnology and
pharmaceutical industries. Through operational
expertise and industry-leading knowledge,

skill and passion, IPS provides consulting,
architecture, engineering, construction
management, and compliance services that
allow clients to create and manufacture
life-impacting products around the world.
Headquartered in Blue Bell, PA-USA, IPS is one
of the fastest-growing companies servicing the
life sciences industry with 1,500 professionals in
the US, Canada, Brazil, UK, Ireland, Switzerland,
Germany, Singapore, China, and India.

CATEGORIES:

 Active Pharmaceutical Ingredient (API)
e Biopharmaceuticals

e Biotech

e Cell Therapy

e Facilities & Engineering

* QC/QA
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NOVATEK INTERNATIONAL

2537 Rue Guenette

Saint-Laurent (Montreal), Quebec, H4R 2E9
Canada

Tel: +1 (514) 668-2835

www.ntint.com

The Novatek approach provides the building
blocks for a complete quality management
solution that can be tailored to any client’s
needs. Our software can be used as standalone
modules or integrated with other modules to
form large-scale comprehensive solutions. With
24+ years of successful installations globally,
Novatek has developed an extensive base of
regulatory knowledge ensuring compliance and
peace of mind during audits.

CATEGORIES:

¢ Environmental Monitoring

* Microbiology/Environmental Monitoring
* QC/QA

¢ Quality & Regulatory

¢ Quality Risk Management

¢ Quality Systems

» Software

OAKWOOD LABS

7670 First Pl., Suite A
Oakwood Village, OH 44146
Tel: +1 (440) 703-3615
www.oakwoodlabs.com

Oakwood Labs has 20+ years’ experience in
development, scale-up, and manufacturing
of sustained release microparticle depot
formulations. Our technology enables
encapsulation of small molecules, peptides,
and proteins with a tailored release profile
ranging in duration from one-week up to

one year. In addition to R&D, Oakwood
operates a FDA approved sterile GMP facility
for production of clinical trial material and
commercial product. Oakwood has the ability
to be a CDMO partner to take your product
concept from feasibility to clinical phases

or Oakwood can act as a CMO partner for
manufacturing of sterile injectable products.

CATEGORIES:

 Analytical Labs/Stability

e Animal Health/Veterinary Products
* Aseptic Processing

 Contract Manufacturing

e Drug-Delivery Systems

* Fill/Finish

* Lyophilization

e Product Development Services

* Sterile Processing

e Technology Transfers

PDA
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PACE ANALYTICAL o
LIFE SCIENCES, LLC Page Analytical

BRONZE SPONSOR

1311 Helmo Ave. North

Oakdale, MN 55128

Tel: +1 (651) 738-2728
www.pacelabs.com/life-sciences/

Full service, cGMP-compliant, contract
analytical testing facility providing chemistry
and microbiology services, including
sterility testing, bioburden, microbial limits,
antimicrobial effectiveness, environmental
monitoring, bacterial endotoxins, microbial
identification, methods d velopment and
validation, assays, drug release profiles,
dissolution, impurities, residual solvents,
and elemental metals. Two FDA-established
laboratories in Minnesota and Puerto Rico.

CATEGORIES:

 Analytical Equipment/Services

* Environmental Monitoring

e Microbiology/Environmental Monitoring
* Validation Services
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PARENTERAL DRUG
ASSOCIATION (PDA)

4350 East West Highway, Suite 600
Bethesda, MD 20814

Tel: +1 (301) 656-5900
www.pda.org

The Parenteral Drug Association (PDA) is the
leading global provider of science, technology,

and regulatory information and education for

the pharmaceutical and biopharmaceutical
community. Founded in 1946 as a nonprofi
organization, PDA is committed to developing
scientifically sound, practical technical information
and resources to advance science and regulation
through the expertise of its members worldwide.

CATEGORIES:

* Aseptic Processing

e Biopharmaceuticals

e Microbiology/Environmental Monitoring
¢ Pharmaceutical Training

¢ Quality Systems

e Regulatory Affairs

* Sterlization Sciences

e Supply Chain Management

PDA

PDA®HEALTHCARE.COM
MyHealthily

1511 E 48th St.

Savannah, GA 31404

Tel: +1 (478) 952-8472
www.pdahealthcare.com

PDA®HealthCare.com provides complete
healthcare coverage solutions. We understand
the diverse insurance needs required by PDA
members, and we provide comprehensive
plans that cover the well-being of you and your
employees.

CATEGORIES:

 Training Materials and Services

PHARMACEUTICAL
MANUFACTURING

MEDIA SPONSOR

1501 E. Woodfield Rd, Suite 400N
Schaumburg, IL 60173

Tel: +1 (630) 467-1301
www.pharmamanufacturing.com

Pharma Manufacturing is the only publication
devoted to serving the informational needs

of pharma and biopharma professionals in
manufacturing and operations, QA and QC,
regulatory affairs, engineering and project
management, packaging, and corporate
management. Pharma Manufacturing magazine

NS 2021 PDA ANNUAL MEETING EXHIBITOR BUYER'S GUIDE | COMPANY ABSTRACTS
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and PharmaManufacturing.com are dedicated
to being key catalysts for improving the
pharmaceutical industry's:

« Manufacturing risk scenarios

+ Manufacturing and operational efficiencie

* Quality control/quality assurance programs
* Drug development

+ Speed to market initiatives

* Process development

+ Compliance/validation programs

PHARMACEUTICAL TECHNOLOGY
MEDIA SPONSOR

485F US Highway 1 South, Suite 210

Iselin, NJ 08830

Tel: +1 (732) 596-0276
www.pharmtech.com

Pharmaceutical Technology is the authoritative
source of peer-reviewed research and

expert analysis for scientists, engineers, and
managers engaged in process development,
manufacturing, formulation, and drug

delivery. Pharmaceutical Technology offers
news and analysis to more than 38,000
decision makers in the top pharmaceutical,
specialty pharmaceutical, and biotechnology
companies via the Pharmaceutical Technology
print magazine, PharmTech.com, and three
newsletters: ePT, Sourcing and Management,
and the Equipment and Processing Report.
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PTI INSPECTION SYSTEMS
8 Skyline Drive

Hawthorne, NY 10532

Tel: +1 (914) 337-2005
www.ptiusa.com

PTl is a global leader in package testing
equipment. We specialize in non-destructive
package testing equipment for high risk
packaging applications. PTI's inspection
technologies are deterministic test methods
that produce reliable and robust quantitative
test result data. We specialize in testing
solutions for all parenteral and biologic products
including vials, pre-filled syringes, ca tridges,
auto-injectors, blow-fill-seal and other packaging
formats. Leading technologies include
MicroCurrent HVLD, Vacuum Decay and Helium
leak detection. Complete container closure
integrity (CCI) solutions for all lifecycle stages of
pharmaceutical product development.

CATEGORIES:

* Analytical Equipment/ Services

e Container Closure

* Fill/Finish

* Inspection Systems

* Inspection Trends

* Packaging Equipment

e Packaging Science, Container Development
* QC/QA

¢ Quality & Regulatory

* Syringes

REGENERON PHARMACEUTICALS
Industrial Operations and Product Supply
81 Columbia Turnpike

Rensselaer, NY 12144

Tel: +1 (518) 488-6000
www.regeneron.com

Known for its scientific and ope ational
excellence, Regeneron is a leading science-
based biopharmaceutical company that
discovers, invents, develops, manufactures,
and commercializes medicines for the
treatment of serious medical conditions.
Regeneron commercializes medicines for
eye diseases, high LDL-cholesterol, atopic
dermatitis and a rare inflamma ory condition
and has product candidates in development
in other areas of high unmet medical need,
including rheumatoid arthritis, asthma, pain,
cancer and infectious diseases.

CATEGORIES:

* Biopharmaceuticals
e Biotech

e Cell Therapy

* Fill/Finish

* QC/QA

e Quality & Regulatory
e Quality Systems
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ROMMELAG USA INC.
27905 Meadow Dr., Suite 9
Evergreen, CO 80439

Tel: +1 (303) 674-8333
www.rommelag.com/en

bottelpack Advanced Aseptic liquid

packaging systems meet any level of

biosafety requirement with its Blow/Fill/Seal
technology. Rommelag is moving forward in
the pharmaceutical industry in two primary
ways: higher capacity and more efficient Blo
Fill/Seal (BFS) systems, leveraging our contract
manufacturing resources to safely allow new
products to utilize BFS technology designed to
test and produce biological products: vaccines,
antibodies, enzymes, and immunological
substances. We also provide services for
container and closure development, clinical
trials and commercial aseptic production.

CATEGORIES:

* Aseptic Processing

Blow/Fill/Seal

* Inspection Systems

» Packaging Equipment

Packaging Science, Container Development
Pre-filled Syringe
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SQA SERVICES, INC.

425 Via Corta, Suite 203

Palos Verdes Estates, CA 90274
Tel: +1 (800) 333-6180
www.sqaservices.com

SQA provides outsourced supplier
management programs for quality-critical
industries, including fully managed programs
for audits, remediation, engineering, source
inspection, corrective action management,
and real-time quality metrics. SQA develops,
implements, and executes supplier quality
solutions that complement and extend client
quality teams to secure and improve the global
supply chain. Our dedicated program and
technical management, combined with proven
processes, leading-edge systems, and a global
network of quality professionals in over 50
countries, offers superior visibility and control
for any supplier quality initiative.

CATEGORIES:

¢ Auditing and Inspections

e Consulting Services

e Quality Risk Management
e Quality Systems

* Regulatory Affairs

e Supply Chain Management

SUEZ, WATER TECHNOLOGIES &
SOLUTIONS, SIEVERS INSTRUMENTS
6060 Spine Rd.

Boulder, CO 80301

Tel: +1 (303) 444-2009
www.suezwatertechnologies.com/sievers

SUEZ, through its Water Technologies &
Solutions group and Sievers product line,
offers deep expertise in ultrapure water

quality monitoring, cleaning validation, and
other life science applications. As experts in
Total Organic Carbon (TOC), Conductivity, and
Bacterial Endotoxins Testing (BET), we will help
you optimize your environmental monitoring
and cleaning programs while ensuring
compliance, accuracy, and maximum e ciency.
ISO/IEC 17025 and ISO 17034 accreditations
confirm our standa ds are consistently
produced, controlled, and audited. Learn more
about Sievers TOC Analyzers and certifie
reference materials in our virtual booth.

CATEGORIES:

* Analytical Equipment/Services
e Biopharmaceuticals

* Biotech

* Endotoxins

e Environmental Monitoring

* Extractable and Leachables

* Pharmaceutical Water Systems
* Process Automation

* Process Validation

* QC/QAG
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TORNADO SPECTRAL SYSTEMS
555 Richmond St. West, Suite 402
Toronto, Ontario M5V 3B1

Canada

Tel: +1 (416) 361-3444 x 140
www.tornado-spectral.com/

Founded in 2013, Tornado Spectral Systems
Inc. is a global provider of chemical analysis
& measurement systems for Raman
spectrometers. Bolstered by its patented High
Throughput Virtual Slit (HTVS™) technology,
Tornado’'s HyperFlux Raman spectrometers
deliver significantly enhanced pho on
collection power. The HTVS™ technology
allows the best Raman measurement analysis
currently achievable anywhere. The superior
performance of Tornado’s HyperFlux™ PRO
Plus Raman spectrometer system allows for
more accurate chemical identification, and
guantitation even with challenging mixtures
and low concentrations, faster measurements
of dynamic reactions, and low laser power
operation in hazardous environments.

CATEGORIES:

¢ Analytical Equipment/Services
¢ Instruments & Controls

¢ Pharmaceutical Equipment

e Polymers

* Process Automation

* Processing Equipment
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VALGENESIS, INC.

395 Oyster Point Blvd., Suite 228
South San Francisco, CA 94080
Tel: +1 (510) 445-0505
www.valgenesis.com

ValGenesis is the creator of the first paperless
enterprise-wide software platform that serves
as a foundation for managing compliance-
based validation activities in the life science
industry. Compliant with 21 CFR Part 11, Annex
11, GAMP 5 requirements as well as ALCOA+
guidelines, ValGenesis VLMS has become the
industry’s most trusted electronic validation
lifecycle management solution that leverages
the power of many years of experience and
knowledge supporting Artificial Intelligence
(Al), Internet of Things (IoT), Robotics,
Advanced Analytics, and Augmented Reality
(AR) to help life science companies transform
into ‘facilities of the future’ in their journey
towards PHARMA 4.0.

CATEGORIES:

¢ Biologics (Blood and Plasma Products)
e Biopharmaceuticals

e Biotech

e Consulting Services

e Contract Manufacturing

¢ Facilities & Engineering

* Process Validation

QC/QA

e Software

« Sterilization Sciences
e Validation Services

VELTEK ASSOCIATES, INC.
15 Lee Blvd.

Malvern, PA 19355

Tel: +1 (610) 644-8335
www.sterile.com

View advertisement >

Innovators for Contamination Control,

Veltek Associates, Inc. (VAI®) designs
innovative solutions to address the control

of particulate and microbial contamination in
pharmaceutical, biotechnology, medical device,
research & development, healthcare, and lab
animal operations worldwide. VAI strives to
develop meaningful technical relationships
with our clients to ensure that VAI products
meet, if not exceed, their unique requirements.
VAl's manufacturing and testing operations
mirror current GMP/GLP standards. With 40
years of experience our products and services
build upon each other to create a “Full Circle
Approach” to cleanroom contamination control.
Click on “Products & Services” in our virtual
booth to learn more.
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CATEGORIES:

¢ Active Pharmaceutical Ingredient (API)
» Aseptic Processing

¢ Clean Room Equipment and Supplies

* Disposables

¢ Environmental Monitoring

e Labeling & Coding

* Processing Equipment

* QC/QA

* Sterile Processing

* Sterilization Sciences
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Superior Precision, Superior Contiol

Vdl

VELTEK ASSOCIATES, INC.

i

e Automated Flow Control

Innovators for Contamination Control, Veltek

* 3 Flow Rates in 1 Unit Associates, Inc. (VAI®) designs innovative
(1, 2&5 CFM) solutions to address the control of particulate
and microbial contamination in pharmaceutical,
¢ Robust, 316L Stainless biotechnology, medical device, research &

development, healthcare, and lab animal
operations worldwide. VAI strives to develop
meaningful technical relationships with our clients

Steel Construction

* Intuitive Touchscreen to ensure that VAI products meet, if not exceed,
their unique requirements. VAl's manufacturing
o Automatically Configure and testing operations mirror current GMP/
Samp|e Intervals i GLP standards. With 40 years of experience our
i products and services build upon each other
e Available with the D50 to create a “Full Circle Approach” to cleanroom
. contamination control. Click on “Products &
SMA Atrium Services” in our virtual booth to learn more.
www.sterile.com

View full company asbtract

www.sterile.com

15 Lee Blvd., Malvern, PA 19355-1234 USA e (610) 644-8335



http://pda.org
https://sterile.com/product-category/environmental-monitoring/sma-microportable-ics-air-sampler/sma-microportable-ics-air-sampler-details/?utm_source=FullPage_PDA&utm_medium=Banner&utm_campaign=SMAMicroPortableICS&utm_content=OnlineAd_FullPage_MAR2021

http://www.sterile.com
https://sterile.com/product-category/environmental-monitoring/sma-microportable-ics-air-sampler/sma-microportable-ics-air-sampler-details/?utm_source=FullPage_PDA&utm_medium=Banner&utm_campaign=SMAMicroPortableICS&utm_content=OnlineAd_FullPage_MAR2021

BACK TO TABLE OF CONTENTS

COMPANY CATEGORY LISTING

Active Pharmaceutical
Ingredient (API)

IPS-Integrated Project
Services, LLC

Veltek Associates, Inc.

Analytical Equipment/
Services

Boston Analytical
Pace Analytical Life Sciences
PTI Inspection Systems

SUEZ, Water Technologies &
Solutions, Sievers instruments

Tornado Spectral Systems

Analytical Labs/Stability
Boston Analytical

Oakwood Labs

Animal Health/Veterinary
Products

Oakwood Labs
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Aseptic Processing
Ecolab Life Sciences
G-CON Manufacturing
Oakwood Labs

Parenteral Drug Association
Rommelag USA, Inc.

Veltek Associates, Inc.

Auditing and Inspections

SQA Services, Inc.

Biologics
(Blood and Plasma Products)

Boston Analytical

ValGenesis, Inc.

Biopharmaceuticals
Amgen
Boston Analytical

Ecolab Life Sciences

G-CON Manufacturing

IPS-Integrated Project
Services, LLC

Pace Analytical Life Sciences
Parenteral Drug Association
Regeneron Pharmaceuticals

SUEZ, Water Technologies &
Solutions, Sievers instruments

ValGenesis, Inc.

Biotech

Aptar Pharma
Boston Analytical
Ecolab Life Sciences

IPS-Integrated Project
Services, LLC

Regeneron Pharmaceuticals

SUEZ, Water Technologies &
Solutions, Sievers instruments

ValGenesis, Inc.
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Blow/Fill/Seal

Rommelag USA, Inc.

Cell Therapy
Ecolab Life Sciences

IPS-Integrated Project
Services, LLC

Regeneron Pharmaceuticals

Clean Room Equipment
and Supplies

Ecolab Life Sciences
G-CON Manufacturing

Veltek Associates, Inc.

Consulting Services
Aptar Pharma

Boston Analytical

CAl

SQA Services, Inc.

ValGenesis, Inc.
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Container Closure
Aptar Pharma

PTI Inspection Systems

Contract Manufacturing
Gerresheimer AG
Oakwood Labs

ValGenesis, Inc.

Contract Research

Boston Analytical

Disposables
Gerresheimer AG

Veltek Associates, Inc.

Drug-Delivery Systems
Gerresheimer AG

Oakwood Labs
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Endotoxins

SUEZ, Water Technologies &
Solutions, Sievers instruments

Environmental Monitoring
Boston Analytical

Novatek International

Pace Analytical Life Sciences
Parenteral Drug Association

SUEZ, Water Technologies &
Solutions, Sievers instruments

Veltek Associates, Inc.

Extractables and
Leachables

Aptar Pharma
Boston Analytical

SUEZ, Water Technologies &
Solutions, Sievers instruments

Facilities & Engineering
CAl

IPS-Integrated Project
Services, LLC

ValGenesis, Inc.

Fill/Finish

Ecolab Life Sciences
Oakwood Labs

PTI Inspection Systems

Regeneron Pharmaceuticals

Glass Containers/Products

Gerresheimer AG

Inspection Systems
PTI Inspection Systems

Rommelag USA, Inc.
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Inspection Trends

PTI Inspection Systems

Instruments & Controls

Tornado Spectral Systems

Labeling & Coding

Veltek Associates, Inc.

Lyophilization
Oakwood Labs

Microbiology/
Environmental Monitoring

Boston Analytical
Novatek International
Pace Analytical Life Sciences

Parenteral Drug Association
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Outsourcing

Boston Analytical

Packaging Equipment
PTI Inspection Systems

Rommelag USA, Inc.

Packaging Science,
Container Development

PTI Inspection Systems
Rommelag USA, Inc.
Pharmaceutical Equipment
Tornado Spectral Systems
Pharmaceutical Training

Parenteral Drug Association
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Pharmaceutical Water
Systems

SUEZ, Water Technologies &
Solutions, Sievers instruments

Polymers

Tornado Spectral Systems

Pre-filled Syringes
Aptar Pharma
Gerresheimer AG

Rommelag USA, Inc.

Process Automation
CAIl

SUEZ, Water Technologies &
Solutions, Sievers instruments

Tornado Spectral Systems

Process Validation

SUEZ, Water Technologies &
Solutions, Sievers instruments

ValGenesis, Inc.
Processing Equipment
Tornado Spectral Systems
Veltek Associates, Inc.

Product Development
Services

Oakwood Labs

Proteins/Peptides

Boston Analytical

IPS-Integrated Project
Services, LLC
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Novatek International
PTI Inspection Systems
Regeneron Pharmaceuticals

SUEZ, Water Technologies &
Solutions, Sievers instruments

ValGenesis, Inc.

Veltek Associates, Inc.

Quality by Design
Gerresheimer AG
Novatek International
PTI Inspection Systems

Regeneron Pharmaceuticals

Quality Risk Management
CAl
Novatek International

SQA Services, Inc.
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