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This Buyer's Guide is designed to help you maximize your
virtual 20271 PDA Pharmaceutical Microbiology Conference.
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. While we
cannot be together in person, we plan to mark

the occasion with the best Microbiology Conference

yet! 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.
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PHARMACEUTICAL
MICROBIOLOGICAL

$

2021 PDA

CONFERENCE

MONDAY, 4 OCTOBER

10:00 - 11:30

P1: FDA's Current Role in the COVID-19
Vaccines' Development and Emergency use
Approvals

11:45 - 12:15
Exhibit Hall, and Exhibitor Tech Talk Chat
with Associates of Cape Cod

12:15 — 13:45
Concurrent Sessions

13:45 - 14:15

Exhibit Hall, Poster Chat, Connect & Network
(P1, A1, B1), and Exhibitor Tech Talk Chat
with Lonza

14:15 - 15:45
Concurrent Sessions

15:45 - 16:15
Connect & Network (A2, B2), and Exhibitor
Tech Talk Chat with Pall

$

e

TUESDAY, 5 OCTOBER

08:30 - 09:45

Morning Session 1: Understanding
Regulatory Expectations and Strategies to
Achieve them for Pharmacy Compounding
and Virtual Facility Inspections

10:00 - 11:30

P2: Clean is Not Sterile: A Planetary Science
and Planetary Protection Perspective on
Cleanroom Microbiology at NASA

11:30 - 12:00

Exhibit Hall and Connect & Network
(Morning Session 1, P2) Exhibitor Tech Talk
Chat with TSI

12:00 - 13:30
Concurrent Sessions

13:30 — 14:00

Exhibit Hall, Poster Chat, Connect & Network
(A3, B3), Exhibitor Tech Talk Chat with
Charles River and MilliporeSigma

14:00 - 15:30
Concurrent Sessions

15:30 - 16:00
Connect & Network (A4, B4), Exhibitor Tech
Talk Chat with Boston Analytical

BACK TO TABLE OF CONTENTS I
VIEW FuLL scHEDULE I

SCHEDULE-AT-A-GLANCE wemesenarores

WEDNESDAY, 6 OCTOBER

\.._J 08:30 - 09:45
Morning Session 2: The Criticality of Aseptic
Training of Products Quality and Patient Risk

Q 10:00 — 11:30
P3: Early Career vs Late Career

.'a 11:30 — 12:00

@™ Exhibit Hall and Connect & Network
(Morning Session 2, Early Career)

Q 12:00 - 13:30
Concurrent Sessions
13:30 — 14:00

el

Exhibit Hall, Poster Chat, Connect & Network
(A5, B5)
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#2f TECH TALK INFORMATION

Tech Talks are pre-recorded and made available on our virtual event platform for attendee viewing the week prior to the
conference. Representatives from the participating companies will be available for live video chat during the times listed below.
Join them face to face.

MONDAY, 4 OCTOBER

11:45-12:15
PyroSmart NextGen™ — Recombinant Cascade Reagent (rCR) for BET
Veronika Wills, Technical Services Manager, Associates of Cape Cod | vwills@acciusa.com

Another First! Keep Your Method, Make An Impact!

The future of sustainable LAL is here! The launch of Associates of Cape Cod, Inc.'s (ACC) PyroSmart NextGen™ recombinant Cascade Reagent (rCR) marks the
introduction of a new sustainable recombinant LAL reagent technology for Bacterial Endotoxin Testing (BET). Veronika will provide an overview of this revolutionary,
animal free recombinant cascade reagent, discuss some of the key differences between rCR and rFC based reagents and explain the benefits provided with PyroSmart
NextGen™ due to its use of the same LAL cascade as that of traditional LAL reagents. ACC developed Pyrosmart NextGen™ to provide a sustainable alternative to
traditional naturally sourced LAL reagents, while maintaining your lab procedures, methods, instrumentation and most importantly your results. Come find out more
about this exciting new recombinant technology and let us help you meet your sustainability objectives!

13:45 - 14:15
The Compendia Are Ready for Sustainable Pyrogen Detection Methods, Are You?
Allen Burgenson, Global SME — Testing Solutions, LONZA Walkersville, Inc. | allen.burgenson@lonza.com

This presentation details the development of pyrogen testing, from rabbits through Limulus amebocyte lysate (LAL), recombinant Factor C (rFC), and the monocyte
activation test (MAT). The latest regulatory acceptance of recombinant methods will be discussed.

15:45 - 16:15
Cut the Cost of Contamination
Kacey Pouliot, Global Product Manager, Microbiology Quality Control Filtration, PALL | kacey_pouliot@pall.com

With regulations only becoming more stringent and new biologics being discovered regularly, performing bioburden, sterility and microbial limit testing of raw
materials, intermediates or finished products is a crucial step in the dynamic work done by pharmaceutical producers every day.

Cross-contamination during testing can result in false positives requiring costly retests and delaying your products from reaching the market. This presentation will
cover topics to help labs prevent contamination while also saving money.

2021 PDA PHARMACEUTICAL MICROBIOLOGICAL CONFERENCE EXHIBITOR BUYER'S GUIDE | TECH TALK INFORMATION 4
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11:30 — 12:00
Considerations for Installing Bioflourescence Particle Counters in an Isolator
Michael Dingle, Product Specialist, TS/ | michael.dingle@tsi.com

Changing from using active air samplers and settle plates for viable air testing in isolators to continuous, rea-time monitoring with Bioflourescence Particle Counters
provides better process understanding with reduced risk, but it also comes with a different set of installation considerations. These considerations must be addressed
early in the implementation process and therefore awareness is critical for success.

13:30 — 14:00
Customized Microbial Identification Library for Verification of Product Related Strains
Prasanna Khot, R&D Manager, Charles River | prasanna.khot@crl.com

Microbial isolates are used in the manufacturing process as quality control strains, or during production, or are part of a biotherapeutic product. However, relatively short
replication times and horizontal gene transfer may cause the genetic and phenotypic composition of these microbes to be in flux. Sample mix-up due to human error
and contamination with other microbes are additional reasons for compromising the predefined integrity of these strains. These factors could have an impact on the
reproducibility of the manufacturing process, or functionality of the biotherapeutic product. There is a need for reliable microbial identification approaches to verify the
identity of product related strains. A key aspect of this process is to develop custom libraries specifically with product related strains followed by data interpretation to
confirm isolate identity. We present a proof-of-concept study to verify identity of individual isolates, and isolates combined in a product mixture, with three identification
technologies and related custom libraries, namely, 1) protein profiling by MALDI-TOF mass spectrometry, 2) ribosomal DNA sequence by Sanger Sequencing and, 3)
targeted amplicon sequence or Whole Genome Sequence by Next Generation Sequencing. The capabilities and gaps of these technologies will be discussed.

2021 PDA PHARMACEUTICAL MICROBIOLOGICAL CONFERENCE EXHIBITOR BUYER'S GUIDE 5
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13:30 — 14:00

Robotics and Automation: The Future of QC

Anne Connors, Senior Field Marketing Manager, MilliporeSigma | anne.connors@milliporesigma.com

Learn about the possibilities for the future of QC Microbiology. In this presentation, you will learn about how MilliporeSigma is developing digitalized automation and
robotic solutions for sampling, testing, and processing of samples across the production environment. This approach to increase product QC by introducing robotic
arms and/or stand-alone automated hardware into workflows, flanked by enhanced lab digitalization, carries the additional potential of lowering costs and minimizing
the risk posed by human errors.

15:30 - 16:00
Improving Data Integrity in the Microbiology Testing Lab
Yvonne Nyavor, Principal Scientist-Microbiome, Boston Analytical | ynyavor@bostonanalytical.com

Microbiology labs perform critical tests that are indispensable to the pharmaceutical industry. Tests such as bioburden, environmental monitoring, endotoxin and
sterility testing are all performed in microbiology testing labs and are essential to confirming the safety of drug products. It is therefore extremely important to ensure
that the data generated in the microbiology testing lab is of the highest integrity. This presentation will dive into some of the common challenges associated with
microbiological data generation and integrity in busy testing labs, and some ways to continuously mitigate these challenges.

2021 PDA PHARMACEUTICAL MICROBIOLOGICAL CONFERENCE EXHIBITOR BUYER'S GUIDE 6
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2572 THANK
YOU TO OUR
SPONSORS!

PDA extends a special thank
you to the following companies
for their generous support of
the 2027 PDA Pharmaceutical

Microbiology Conference

BACK TO TABLE OF CONTENTS I

DIAMOND SPONSOR

BIOMERIEUX
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PsY CAPE COD

Specialists in Endotoxin and Glucan Detection
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- LONZA
charles river

Pharma & Biotech
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«27 VIDEO CHAT: ATTENDEE PERSPECTIVE

Did you know you can
meet with exhibitors
via video chat?

EXHIBITWITH PDA NEXT YEAR

Company Details

Contact Info

W Favorite  affy Like  guap Print x

Flease note that exhibitors will OMLY be available during the times they have listed in their availability. Please
hover over the video chat buttons below to view each representative’s availability

When you chck the chat buttons below you can pick one of fwo ways to join the chat. You can use your
computer (modem browser 5 SuCh as the latest versions of Google Chrome, Microsoft Edoge, and Firefox are
ventScribe Live app on your mobile device (a greal alternative if you
putar

David Hall

Mon - Tue from 930 AM - 4:00 PM EST

Resources Wed from 9:30 AM PM EST
Video Chat
Hower hiere for availab IiI:.'
£ Back

VIDED CHAT OPTION #1

O
had in your Bnowsaer by king the "Launch’
VIDEDQ CHAT OPTIOMN #2
2021 PDA PHARMACEUTICAL MICROBIOLOGY CONFERENCE EXHIBITOR BUYER’S GUIDE 8
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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.

ASSOCIATES ASSOCIATES OF
OF CAPE Cop, INC. [ GAPE,COD
PLATINUM SPONSORI Specialists in Endotoxin and Glucan Detection
TECH TALK PARTICIPANT

124 Bernard E. Saint Jean Dr.

East Falmouth, MA 02536

Tel: +1 (888) 395-2221

www.acciusa.com

View advertisement

Associates of Cape Cod, Inc. (ACC) is a global
biopharmaceutical company specializing in
endotoxin and glucan detection. ACC was the first
company licensed by the FDA to manufacture LAL
for use as a quality control test for endotoxin in the
pharmaceutical and medical device industry. ACC
also operates a contract testing service.

&

CATEGORIES:

e Biotech
e Endotoxins

BD

7 Loveton Cir.

Sparks, MD 21152

Tel: +1 (410) 771-0100
www.bd.com

BD is one of the largest global medical technology
companies in the world and is advancing the world of
health by improving medical discovery, diagnostics, and
the delivery of care. The company develops innovative
technology, services and solutions that help advance
both clinical therapy for patients and clinical process
for health care providers. BD has 70,000 employees
and a presence in virtually every country around the
world to address some of the most challenging global
health issues. BD helps customers enhance outcomes,
lower costs, increase efficiencies, improve safety, and
expand access to health care. bd.com

CATEGORIES:

* Aseptic Processing

* Biopharmaceuticals

* Biotech

e Clean Room Equipment and Supplies

* Environmental Monitoring

¢ Instruments & Controls

* Microbiology/Environmental Monitoring
e Prepared Media

BACK TO TABLE OF CONTENTS I

COMPANY ABSTRACTS

¢ Process Automation
* Sterile Processing

BIOMERIEUX INC
DIAMOND SPONSOR

401 N Michigan Ave., Suite 1350
Chicago, IL 60611

Tel: +1 (630) 998-3495
www.biomerieux-usa.com

With more than 50 years of pioneering diagnostics, the
people of bioMérieux understand the challenges you
face when it comes to ensuring product quality and
are proud to offer the most comprehensive portfolio
of solutions for microbiology Quality Control of small
molecule, biopharmaceuticals, and cellular therapies.
We invite you to visit our posters and talk with a team
member about BIOFIRE® Mycoplasma, our sustainable
approach to endotoxin testing or the expansion of

the 3P™ ecosystem for environmental monitoring
(EM). In between, please attend our co-presentation
featuring Sanofi Pasteur describing a single incubation
temperature scheme for EM sampling.

CATEGORIES:

BIOMERIEUX

e Biopharmaceuticals

e Cell Therapy

e Endotoxins

e Environmental Monitoring

e Microbiology/Environmental Monitoring
e Mycoplasmas

e Prepared Media

* QC/QA

¢ Rapid Microbio Methods

2021 PDA PHARMACEUTICAL MICROBIOLOGY CONFERENCE EXHIBITOR BUYER'S GUIDE | COMPANY ABSTRACTS 9
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Recombinant Limulus Amebocyte Lysate

Associates of Cape Cod, Inc.
B Your Endotoxin & Glucan Experts
» 888.395.2221

Keep Your Method, Make An Impact

No Animal Content - Horseshoe Crab Blood Free
Same Cascade, Instrument & Preparation Steps

No Cross Reactivity With 1,3-B-D-Glucans
www.acciusa.com

Associates of Cape Cod, Inc. - a Seikagaku Group Company

N The Future of Sustainable LAL A
Recombinant Cascade Reagent Has Arrived!

000 0000000000000 0000000 0

Associates of Cape Cod,

Inc. (ACC) is a global
biopharmaceutical company
specializing in endotoxin and
glucan detection. ACC was the
first company licensed by the
FDA to manufacture LAL for
use as a quality control test for
endotoxin in the pharmaceutical
and medical device industry.
ACC also operates a contract
testing service.

www.acciusa.com

A
S 2021 PDA PHARMACEUTICAL MICROBIOLOGICAL CONFERENCE EXHIBITOR BUYER'S GUIDE | ASSOCIATES OF CAPE COD ADVERTISEMENT 10
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BOSTON ANALYTICAL
TECH TALK PARTICIPANT
14 Manor Pkwy.

Salem, NH 03079

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

Boston Analytical is a cGMP compliant, FDA/

DEA registered, ISO/IEC-17025:2005 accredited
pharmaceutical testing laboratory. Boston Analytical
provides analytical and microbiological testing
services to the Pharmaceutical, Biopharmaceutical
and Medical Device industries including
Environmental Monitoring services, Sterility testing,
Microbial identification and Enumeration, Stability
testing & ICH-compliant storage, and Extractables &
Leachables studies.

CATEGORIES:

e Analytical Equipment/Services

e Biopharmaceuticals

e Biotech

* Contract Research

¢ Environmental Monitoring

» Extractables and Leachables

* Microbiology/Environmental Monitoring
* Proteins/Peptides

* Rapid Microbiological Methods
 Validation Services

&

CHARLES >
RIVER LABS charlesriver
SILVER SPONSOR/

TECH TALK PARTICIPANT

251 Ballardvale St.,

Wilmington, MA 01887

Tel: +1 (781) 222-6000
www.criver.com/microbialsolutions

View advertisement

As the partner of choice for managing microbial
quality control, the Charles River purposely built
Microbial Solutions portfolio of Endosafe® endotoxin
testing, Accugenix® microbial identification, and
Celsis® microbial detection solutions provide clients
with the critical, decision driving data necessary to
help bring products to market safely and efficiently.
Learn more at www.criver.com/microbialsolutions.

CATEGORIES:

 Analytical Equipment/Services
 Analytical Labs/Stability

* Clean Room Equipment and Supplies

» Contract Research

* Endotoxins

* Environmental Monitoring

* Microbiology/Environmental Monitoring
* Process Automation

» Rapid Microbiological Methods

BACK TO TABLE OF CONTENTS I

COMPANY ABSTRACTS

ECOLAB LIFE SCIENCES

1 Ecolab PI.

St. Paul, MN 55102

Tel: +1 (651) 250-2347

www.ecolab.com

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 efficiency.

CATEGORIES:

e Chemical Supplier
e Cleanroom Equipment and Supplies

2021 PDA PHARMACEUTICAL MICROBIOLOGY CONFERENCE EXHIBITOR BUYER'S GUIDE | COMPANY ABSTRACTS 11
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. - r . As the partner of choice for
i ' y y managing microbial quality

“ A — F control, the Charles River

' ; purposely built Microbial
Solutions portfolio of Endosafe®
progress. science. promise. endotoxin testing, Accugenix®
microbial identification, and
Celsis® microbial detection
solutions provide clients with
the critical, decision driving

data necessary to help bring
products to market safely and
efficiently.

When everything seems to be changing by the minute, one thing remains the same: your unrelenting
commitment to deliver life-saving vaccines and therapies to a global population. This inspires us.
Matching your unrelenting progress, unrelenting science, and unrelenting promise, Charles River
Microbial Solutions is committed to helping you do what you do best: save lives.

www.criver.com/
~><~

: microbialsolutions
Let us show you at www.criver.com/unrelenting Ch arl esriver

PDA
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INTERSCIENCE LABORATORIES, INC.
32 Cummings Park

Woburn, MA 01801

Tel: +1 (781) 937-0007
www.intersciencelab.com

INTERSCIENCE is a family-owned company with a
dynamic R&D department that has more than 30
patents filed worldwide. The company has been

a key player in microbiology control since 1979.
Designer and manufacturer, the company equips
laboratories in the food, pharmaceutical, cosmetic
and research industries in more than 130 countries,
to enable them to provide healthy products for
consumers. Our product range covers equipment
from sample preparation to bacterial analysis, and
includes gravimetric dilutors, lab blenders, peristaltic
dispensing pumps, automatic spiral platers, and
colony counters.

CATEGORIES:

 Analytical Equipment/Services
 Analytical Labs/Stability

e Biopharmaceuticals

* Biotech

¢ Environmental Monitoring

* Microbiology/Environmental Monitoring
¢ Pharmaceutical Equipment

* Process Automation

* QC/QA

* Rapid Microbiological Methods

LONZA LONZQA
SILVER SPONSOR/ .
TECH TALK PARTICIPANT  Pharma & Biotech

8830 Biggs Ford Rd.

Walkersville, MD 21793

Tel: +1 (301) 898-7025
www.bioscience.lonza.com

View advertisement

Lonza offers a complete portfolio of LAL and
sustainable pyrogen and endotoxin testing and
automation solutions. Our PyroTec® PRO System,
powered by WinKQCL® Software, automates the
manual tasks associated with endotoxin testing. The
MODA® Platform enables paperless environmental,
utility and product monitoring and analytics.

CATEGORIES:

» Aseptic Processing

* Biologics (Blood and Plasma Products)
* Biopharmaceuticals

* Biotech

* Endotoxins

e Environmental Monitoring

* Microbiology/Environmental Monitoring
* Process Automation

* QC/QA

* Rapid Microbiological Methods

METTLER TOLEDO PROCESS
ANALYTICS

900 Middlesex Tpke.

Billerica, MA 01821

Tel: +1 (781) 301-8600

www.mt.com/pro

Mettler-Toledo Process Analytics is a leader in
process and pure water monitoring instrumentation
used in pharmaceutical and biotech applications,
offering systems for the measurement parameters
of pH/ ORP, dissolved oxygen, TOC, dissolved CO2,
and conductivity. METTLER TOLEDOQ's innovation
continues with the 7000RMS analyzer for on-line
microbial monitoring.

CATEGORIES:

¢ Analytical Equipment/Services
¢ Instruments and Controls

e Microbiology

* Process Automation

* Processing Equipment

S 2021 PDA PHARMACEUTICAL MICROBIOLOGY CONFERENCE EXHIBITOR BUYER'S GUIDE | COMPANY ABSTRACTS 13
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LONzZQ

Pharma & Biotech

000 0000000000000 0000000 0

Lonza offers a complete
portfolio of LAL and sustainable
pyrogen and endotoxin testing
and automation solutions.

Our PyroTec® PRO System,
powered by WinKQCL®
Software, automates the
manual tasks associated

with endotoxin testing. The
MODA® Platform enables
paperless environmental, utility
and product monitoring and

1 o,
L e

Let’s write it together.

We offer a wide range of endotoxin testing solutions that supports your efforts in testing Visit: lonza.com/lal analyﬂCS.

raw materials, in-process samples and manufactured product that will help you meet USA: +1 800 638 8174 (toll free)

regulatory requirements for all parenteral and implantable medical device products, EU: +32 87 321 611 Q 0

including for vaccines. International +1 301 898 7025 www.lonza.com/legal. WWW.bIOSCIGnce.lonza.Com
Scientific Support: scientific.support@lonza.com ©2021 Lonza.

>
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MICRON VIEW LIMITED
1168# West NanJing Road
Suite1012

Shanghai, Shanghai 200041
China

Tel: +86 21 6209 2236
www.micronview.com

MicronView takes advantage of optics and
biotechnology to achieve fast, real-time sterile
environment monitoring, continuously provides
advanced monitoring instruments and consumable
for production environment and finished products

of food, pharmaceutical and cosmetic industries
Products include BioAerosol Monitoring System,
Airborne Particle Counter, BioAerosol Air Sampler and
compressed gas, microbial and particle monitoring
instruments. Our advanced and comprehensive
solutions help environmental monitoring personnel to
detect microbial and particulate pollution in realtime,
enabling the investigation of pollution sources in less
time, and the reliable electronic compressed gas
control system makes the detection of microbes and

particles in compressed gas easier and more efficient.

CATEGORIES:

e Analytical Equipment/ Services

* Aseptic Processing

e Biotech

¢ Clean Room Equipment and Supplies

¢ Environmental Monitoring

* Microbiology/ Environmental Monitoring
* QC/QA

e Quality Systems

* Sterile Processing
 Sterilization Sciences

NOVATEK INTERNATIONAL

2537 Rue Guenette

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

Tel: +1 (514) 668-2835

www.ntint.com

Novatek International is a leading supplier

of regulatory compliant software for the
pharmaceutical and biotech industries. Some

of our products include software solutions for
environmental monitoring, stability testing, cleaning
validation, and quality systems. Novatek has 20
years of experience in the industry globally and
provides best-in-class service.

CATEGORIES:

e Compliance

e Consulting Services

* Data Integrity

e Environmental Monitoring

* QC/QA

* Quality Metrics

* Quality Risk Management

e Quality Systems

* Software

* Training Materials and Services

PALL CORPORATION
TECH TALK PARTICIPANT
20 Walkup Dr.
Westborough, MA 01581
Tel: +1 (800) 521-1520
www.pall.com/lab

Maximize processing accuracy, speed, and reliability
with our comprehensive filtration and separation
portfolio. As a global supplier of filtration and
separation technologies designed for laboratory
applications, we maintain close ties with scientists,
researchers, and laboratory technicians worldwide
to ensure our solutions offer accurate results,
scalability, impressive ratings, and ease of use. By
controlling device manufacturing through all stages,
from media production to housing material to final
device assembly, we produce filtration and separation
products for laboratory applications that maximize
processing accuracy, speed, safety, and reliability.

CATEGORIES:

* Analytical Equipment/Services

* Analytical Labs/Stability

* Disposables

* Microbiology/Environmental Monitoring
* Process Automation

* QC/QA

* Syringes

S 2021 PDA PHARMACEUTICAL MICROBIOLOGY CONFERENCE EXHIBITOR BUYER'S GUIDE | COMPANY ABSTRACTS 15
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PARENTERAL DRUG ASSOCIATION PHARMACEUTICAL

(PDA) MANUFACTURING

4350 East West Hwy., Suite 600 MEDIA SPONSOR

Bethesda, MD 20814 1501 E. Woodfield Rd., Suite 400N
Tel: +1 (301) 656-5900 Schaumburg, IL 60173
www.pda.org Tel : +1 (630) 467-1301

The Parenteral Drug Association (PDA) is the www.pharmamanufacturing.com

RAPID MICRO BIOSYSTEMS INC.
1001 Pawtucket Blvd. West, Suite 280
Lowell, MA 01854

Tel: +1 (978) 349-3200
www.rapidmicrobio.com

Rapid Micro Biosystems (RMB) creates, sells,
validates, and services innovative products

for fast, accurate, and efficient detection of

leading global provider of science, technology, and
regulatory information. The PDA creates awareness
and understanding of important issues facing the
pharmaceutical and biopharmaceutical community
and delivers high-quality, relevant education

to the industry. Since its founding in 1946 as a
nonprofit organization, PDA has been committed
to developing scientifically sound, practical
technical information and expertise to advance
pharmaceutical/biopharmaceutical manufacturing
science and regulation, so members can better
serve patients.

Pharma Manufacturing provides actionable
examples of how pharma and biopharma industry
thought leaders are tackling the most pressing
challenges facing the industry. Critical decision
makers trust Pharma Manufacturing to deliver in-
depth coverage of the evolving pharma landscape
to help the industry ultimately increase efficiency
and profitability.

Pharma Manufacturing magazine and
PharmaManufacturing.com are dedicated to being
key catalysts for improving the pharmaceutical
industry’s:

microbial contamination in the manufacture of
pharmaceuticals, biotechnology products, medical
devices, and personal care products. The company’s
Growth Direct™ ensures data integrity, compliance,
and operational efficiencies driven by rapid methods
and automation.

CATEGORIES:

Cell Therapy
Environmental Monitoring
Instruments and Controls
Microbiology

S
* Manufacturing risk scenarios * Pharmaceutical Equipment
e Aseptic Processing * Manufacturing and operational efficiencies * QC/QA
* Biopharmaceuticals * Quality control/quality assurance programs * Rapid Microbio Methods
 Biotech * Drug development
* Microbiology/Environmental Monitoring * Speed to market initiatives
¢ Quality Systems * Process development
e Regulatory Affairs * Compliance/validation programs
* Sterilization Sciences e Automation
* Supply Chain Management * Supply Chain
* Innovation
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THERMO FISHER SCIENTIFIC
168 Third Ave.

Waltham, MA 02451

Tel: +1 (800) 255-6730
www.thermofisher.com

Thermo Fisher Scientific supports developers and
manufacturers of biological-based therapeutics and
vaccines with a world class product portfolio that
spans the bioprocessing workflow from discovery
through large-scale commercial production.

We provide solutions and services across the
manufacturing workflow including upstream,
downstream, analytical, QC testing, single-use
technologies, measurement, and control solutions.
https://thermofisher.com/pharmaanalytics.

CATEGORIES:

e Biopharmaceuticals

* Biotech

e Cell Therapy

* Microbiology/Environmental Monitoring
¢ Mycoplasmas

e Process Validation

* QC/QA

¢ Quality Risk Management

* Vaccines

TSI, INC.

TECH TALK PARTICIPANT
500 Cardigan Rd.

Shoreview, MN 55126

Tel: +1 (800) 874-2811
www.tsi.com/pharmaceutical

RELIABLE. CONFIDENT. ASEPTIC ENVIRONMENTAL
MONITORING. TSI offers advanced airborne particle
counters, active air sampler, and software for
classification and monitoring of pharmaceutical
manufacturing cleanrooms—including BioTrak® Real-
Time Viable Particle Counter to truly isolate your
aseptic process. TSI instruments can:

* Improve product quality

* Eliminate product waste, interventions and interruption

* Reduce risk and costs

* Enhance data integrity

* Meet regulatory requirements

* Prepare for Pharma 4.0 + Plus — TSI AeroTrak®

* Remote Active Air Sampler that seamlessly
integrates into TSI FMS TSI delivers complete
and robust aseptic environmental monitoring—
including microbial monitoring— ensuring
reliability, ease of use, and data integrity.

CATEGORIES:

» Aseptic Processing

* Biotech

* Clean Room Equipment and Supplies

* Environmental Monitoring

* Fill/Finish

* Microbiology/Environmental Monitoring
e Pharmaceutical Equipment

* QC/QA

VELTEK ASSOCIATES, INC.
15 Lee Blvd.

Malvern, PA 19355

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

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.

CATEGORIES:

 Active Pharmaceutical Ingredient (API)
* Aseptic Processing

e Clean Room Equipment and Supplies

* Disposables

e Environmental Monitoring

e Labeling & Coding

* Processing Equipment

* QC/QA

* Sterile Processing

* Sterilization Sciences
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