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Regulators in North America and Europe are requiring stricter standards for environmental monitoring systems, facility cleaning and
disinfectant qualification, aseptic cleanroom operations, filtration, sterilization, and aseptic process simulation (or media fill). This two-
day summit features expert insight into the robust aseptic processing requirements facing the industry. Pharma Ed’s Aseptic Processing
Summit features comprehensive coverage on the implementation and management of the latest knowledge in aseptic, barrier, contain-
ment, and aseptic best practice technologies.

With Comprehensive Coverage On:

¢ A Risk Based Approach to an ¢ Single Use Manufacturing Systems — e New Developments in Lyophilization
Environmental Monitoring Assessment Practical Considerations and Automatic Vial Loading/Unloading
¢ Using Scientific Data to assess the Risk ¢ Aseptic Compounding in 503b Industry: ¢ Single-Use Technologies Used for
of Sterilizing Filter Flaw Masking and Challenges and Mitigation Aseptic Processing and Final Filling
the Need for Pre-use, Post-Sterilization e Terminal Sterilization or Bioburden Applications
Integrity Testing Reduction Processes using lonizing e Media Fills/Aseptic Process Simulation
¢ Designing a Risk Based Cleaning and Radiation and Validation
Disinfection Program ¢ Isolators for Cell and Gene Therapy: e Clinical and Small-Scale Aseptic
¢ Continuous Microbiological Closing the Process for ATMPs Manufacturing, a Modular Filling
Environmental Monitoring for Aseptic ¢ NextGen Now-The Future of Advanced System Approach
Manufacturing Therapy Medicinal Products (ATMP) e And More!
¢ |nnovations in Aseptic Processing- Facilities

Opportunities & Challenges for
Implementation
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Aseptic Processing Virtual Summit 2020

Monday, September 21, 2l Single-use Technologies in Aseptic Filling
Eastern Daylight Time Applications

yig % | Chuck Raye, Single Use Final Fill Manager,
Chairperson Michael Eakins’ Welcome MilliporeSigma

& Opening Remarks .
This presentation will provide an overview of how

Processing 8 and aseptic filling processes to enable a more flexi-

Michael Eakins, Principal Consultant, Eakins ble drug product manufacturing process. Advancements
& Associates in SU technologies such as SU filter designs to enable
PUPSIT, packaging of SU filling needles for isolator/
While the FDA's Guidance Sterile Drug Products Pro- RABS filling machines and SU rotary piston pumps will
duced by Aseptic Processing — Current Good Man- be presented.
ufacturing Practice has remained unchanged since
2004, the European Union’s GMP guidance Annex 1. Man-
ufacture of Sterile Medicinal Products issued in 1971 E Harro
has undergone a series of minor revisions in 2005 to 2010 Hofliger
and a complete rewrite issued as a draft for comment in . .
December 2017. Following a large number of substan- Slnglg Use Ma!lufact_urmg Systems —
tial comments, Annex 1 was reissued February 2020 for Practical ConSIderatlons_ .
comment. The presentation will discuss some of the pro- Joseph Brower, President, Aseptic Process

posed changes to Annex 1. Q Solutions, LLC

Morning Break & Sponsor Presentations

Since 2010, there have been numerous additions to the |g#*=# | Single use manufacturing systems are widely used
microbiology chapters in the USP which are relevant to Qe in bio-pharmaceutical manufacturing due to their
aseptic processing. Also the USP Packaging Expert Com- ' safety, convenience, and design flexibility. They of-
mittee has product four drafts of their Single-Use Sys- fer many advantages over re-usable systems but care
tems General Chapters <665> and <1665> with the latest must be taken when choosing single use systems. There
draft scheduled for publication in the Pharmacopeial are disadvantages as well including chemical compati-
Forum on September 1, 2020. The relevant microbiology bility issues, sterility assurance questions, supply inter-

chapters and the latest draft of the two SUS chapters will ruptions, and questions regarding environmental impact.
be reviewed. Careful consideration of the pros and cons will help

determine where single use systems are preferred, and

- on Single-Use Systems when they may be the wrong choice.
logies
g (084 Ak tho Exports

Single-Use Technologies Used for Aseptic . . . .
Processing and Final Filing Applications Single Use Technologies Panel Discussion

Jessica Frantz, Technology Expert — Aseptic
Transfer, Sartorius Stedim North America, and
Travis J. Imhof, Field Application Specialist, Panel:
| Fluid Management Technologies

Moderator: Michael Eakins, Eakins & Associates

e Chuck Raye, MilliporeSigma

Single-Use systems are being implemented by many « Joseph Brower, Aseptic Process Solutions
end-users in the Biopharmaceutical manufacturing o Jessica Frantz, Sartorius Stedim

community. From bags for storage & mixing to aseptic e Travis Imhof, Fluid Management Technologies
connections & disconnections, these items are being

used from media & buffer prep all the way to final fill- Discussants: The Audience

ing applications. This presentation will go over the . .
single-use technologies available today for use in Lunch Hour. Visit the Networking Chatroom.

aseptic manufacturing. In addition, the presentation will
cover single-use systems used for the aseptic transfer of
components and final drug product into the Grade A man-
ufacturing space. Single-Use filling systems will also be
discussed, showing the details needed for system design
to ensure sterility and maintain dosing accuracy.

Online: www.pharmaedresources.com ¢ Phone: 217.721.5774
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orking Group Update — Afternoon Break & Sponsor Presentations
e Filtration Quality Risk = STERIS NOVATEK

ent Consortium

Using Scientific Data to Assess the Risk of - the Experts
Sterilizing Filter Flaw Masking and the Need for

Pre-use, Post-Sterilization Integrity Testing
William Peterson, Associate Director

of Engineering: Sterile Product Moderator: Michael Eakins, Eakins & Associates
Manufacturing, Merck

Environmental Monitoring & Sterile Product
Manufacturing Panel Discussion

Panel:

This talk summarizes the efforts of the Sterile Filtra-

tion Quality Risk Management consortium (“SFQRM”), ¢ William Peterson, Merck
a joint project by the Parenteral Drug Association and the ¢ Dawn Watson, Merck
BioPhorum. Using objective methodologies, the team has e Carol Julich, TSI, Inc.
generated new data shedding light on the risk of filter
flaw masking. The publication of a manual of best prac-
tices for pre-use, post-sterilization filter integrity testing . — . .
will be announced, compiled by filtration experts across Terminal Sterilization or Bioburden Reduction

the industry and designed to minimize the risks to sterile Processes Using Ionm_ng Rad!at!on .
products when performing this complex operation. Rec- Betty Howard, Senior Radiation Sterilization
ommendations will be made for the use of scientific data Manager, Applied Sterilization Technologies,
in process-specific risk assessments on filter integrity STERIS Corporation

testing.

Discussants: The Audience

This presentation will review lonizing radiation pro-

-sues—ﬁisk-Based Approaches cesses (Gamma, Electron Beam and X Ray). What

mental Monitoring they are, how they work, their similarities and differenc-
es, their Pros and Cons vs. other sterilization modalities,

A Risk Based Approach to an Environmental key considerations in using them and applications in
Monitoring Assessment Pharmaceutical products and processes.

Dawn Watson, Director, Sterile Technology . End of Day One
& Commercialization, Merck

An industry collaboration comprising of 20 compa- TUESdaVr September 22,
nies worked on the development of an easy to use Eastern Daylight Time
standardized risk-based EM approach which im-
proves the level of objectivity when identifying environ- [k Pharma Ed welcome and opening remarks
mental monitoring locations in cleanrooms, conventional
aseptic filling lines, RABS, and isolators. The approach : Dpﬁigning a Risk Based Cleaning and
will be described and recommendations will be provided Disinfection Program
for how the industry could adopt this approach to ensure i Jim Polarine, Jr.,, Senior Technical Service
that high standards for the design of a risk-based EM pro- W Manager, STERIS Corporation

gram are followed in a consistent manner.
This presentation will cover the current industry

Continuous Microbiological Environmental [ trends and best practices in disinfectant global reg-
Monitoring for Aseptic Manufacturing " ulations, rotation, disinfectant application methods,
Carol Julich, Contamination Specialist, application frequencies, residue removal and rinsing
TSI Inc. strategies, and a case study will be covered that exam-
‘ ines CAPA investigations with fungal and bacterial spores
| Biofluorescent particle counters (BFPC) offer an alter- in cleanroom operations. Annex | (Draft 2019), Warning
' J native method for viable air testing that not only mon- Letters, 483s, and PDA Technical Report No. 70 sections
itors continuously, but provides real-time results with will be covered which relate to the topics mentioned.
improved detection. This provides better understanding of
the aseptic manufacturing process to make more informed The presentation will focus on industry trends and indus-
quality decisions. In addition, they remove the contami- try best practices based on 20 years of global industry
nation risk from the environmental monitoring process experiences.
because no interventions are required. This presentation
will review the technology used by these instruments and
how to use them to improve your process and reduce risk.

Online: www.pharmaedresources.com ¢ Phone: 217.721.5774
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Key Topics Covered: container choice. Therefore, manual aseptic processing
(MAP) is often employed in this industry as well as in tra-
* Industry Regulations ditional compounding pharmacies. While MAP allows for
* Technologies (Chemistries) an increased flexibility of the containers used and drug for-
* How to Select the Best Chemistry mulations produced, there is a high risk of contamination

* Application Methods from human interventions.
¢ Frequencies of Sanitizers, Disinfectants, and Sporicides

¢ Rotation and Rinsing Strategies The goal of this presentation is to discuss various ap-
proaches to mitigate the challenges of manual aseptic

gy Spqtlig_ht—_fhe Pfese”f& processing using best practice aseptic techniques to
Aseptic Fill-Finish Operations ensure sterility during critical human interventions. Se-

lect small batch filling and finishing equipment, closed
How the Future of Final Fill Demands Future- ready-to-fill systems, and single-use aseptic processing
focused Solutions: A Case Study supplies will also be discussed as aids in achieving ste-
Laura Moody, Ph.D., Product Manager - rility with MAP. Finally, the importance of sourcing in-
Primary Packaging, Pharma Liquid Packaging, jectable grade API's as a manufacturer’s responsibility in

= “W North America, Syntegon Pharma preventing adverse drug events will also be discussed.
-/ Technology, Inc.
, Clinical and Small-Scale Aseptic Manufacturing,

Necessity is the mother of invention. When a major a Modular Filling System Approach

biopharmaceutical manufacturer's R&D facility needed Andre Zdunczyk, Sales Manager,
a new fill-finish line to support preclinical and clinical . Bausch + Stroebel

development of their advanced therapies pipeline, the

equipment industry landscape was not well suited to their % | The trend in Bio-Pharmaceutical processing is to-
requirements. After striking an innovative partnership wards smaller and personalized batches of medi-
with Bosch Packaging Technology (now Syntegon Pharma cines. Brining a diverse mix of therapies packaged
Technology), a new machine concept was born. This pre- in different delivery methods to the market is one of the
sentation will discuss the journey from design to delivery, main challenges in the pharmaceutical industry. This
highlighting both technological advances in the field (i.e. presentation will cover the transition of components into
barrier systems, automation, robotics, flexibility in dosage a filling Isolator, robotic TUB and nest handling, the uti-
form, etc.) as well as challenges overcome along the way. lization of a single use product path with the flexibility
to change containers and filling methods using a single
modular aseptic packaging system.

: Learn How to Trend & Analyze EM Data

Sheba Zaman, Head of Product Specialists
STERILETECHNOLOGY .= and Training Services, Novatek International

- sﬂo”’ght_ Overcomlng Small < This presentation will cover two areas critical to the

Morning Break & Sponsor Presentations

eptic Manufacturing Challenges Aseptic Processing space.

Aseptic Compounding in the 503B Industry: Part 1: EM Trending Requirements
Challenges and Mitigations i ) o
Pallavi Badkar, MS, RPH, BCSCP. ¢ Qverview on requirements and guidelines on EM data

Manufacturing Manager, MedisourceRx analysis o .
anulacturing Manage edisource ¢ Considerations for EM data analysis using computerized

The NECC tragedy in the compounding industry prompt- system versus manual systems including speed of

M ed Congress to sign the Drug Quality and Security Act analysis, accuracy, volume of data

“< (DQSA) with the goal of preventing future tragedies. Routine Environmental Monitoring Reporting for State
The 503B Outsourcing Facility designation originated from of Control including Recovery Rate Reports, Control
the DQSA. This type of facility is a primary and preferred Charts, Continuous Monitoring Trends, Microorganism
manufacturing source of drugs on shortage. They also may Trends and Linear Regression by sampling sites
manufacture sterile injectables from non-sterile API's from © Review of method for trending
the FDA approved bulk list. The challenge for this entity © Frequency of trending

is that 503B’s must follow cGMP but payers request small o Data parameters used
batch sizes of several types of drugs packaged in various o Filtering and grouping data
containers. While it is most ideal to employ automatic ¢ Understanding the meaning of EM data trends including
filling machines to ensure sterility assurance of aseptic risk identification, pattern recognition, actions required,
processing of drugs, these technologies are cost prohib- and conclusions.

itive, inefficient in changeover, and often not flexible in

Online: www.pharmaedresources.com ¢ Phone: 217.721.5774
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Part 2: Trending for Root Cause Analysis rooms and biosafety cabinets. The facility and operation-
al savings can also be significant. The right technologies
¢ Non-Routine data analysis for assisting in investiga- need to be deployed to allow for easy, validatable and
tions including rapid transfers for temperature sensitive items, and in-
© Assessing root cause and assessment of tegration of incubation and centrifugation equipment in
impact to product including comparison of addition to traditional lab instrumentation.
personnel, equipment, product sampling
sites, media, microorganisms, occupant : New Developments in Lyophilization and
count, proximity to process/product. Automatic Vial Loading/Unloading

o Setting appropriate alert measures required Chris Fee, Product and Sales Manager,

for maintaining a state of control based on a2 IMA Life North America. Inc
data including pattern recognition (rolling ‘ ’ T

specifications), adverse trends, and non- . !‘ ol There are numerous advanced technologies being

conformances. * developed for and incorporated into freeze drying

¢ Using EM data analysis as part of a continuous processes (a.k.a. lyophilization) to improve product

improvement to EM program improvements homogeneity, increase efficiency, and reduce cGMP risk.

In this presentation we will explore various tools and
Lunch Hour. Visit the Networking Chatroom. techniques, and discuss what the future will bring.

Isolators for Cell and Gene Therapy: Closing -sk the Experts

the Process for ATMPs _ _ _
Les Edwards, Vice President, Technology =3 Closing Panel Discussion—The Present &
& Business Development, SKAN US, Inc. Future of Aseptic Fill-Finish Operations

Itis well acknowledged that aseptic fill-finish opera- Panelists:

tions, even for small batch processing, is preferred to

be performed within an isolator. Many upstream, cell * Laura Moody, Syntegon Pharma Technology, Inc.
expansion and downstream operations also benefit from * Les Edwards, SKAN US
a more secure aseptic environment to improve quality, * Chris Fee, IMA Life N.A.
environmental control, and reduce the chance of product
contamination. The challenge is to implement isolators
in operations that are traditionally performed in clean-

Close of Program

Online: www.pharmaedresources.com ® Phone: 217.721.5774
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Pharma Ed’s Aseptic Processing Summit 2020
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In the Age of COVID, the Show Must Go Online

In response to overwhelming audience and speaker feedback, and in view of the current
health and safety concerns involving the novel coronavirus COVID-19, we're taking our events
online (at least for the foreseeable future; we do hope to see you again soon in person when
all this is over!) Aseptic Processing Virtual Summit 2020 is an entirely online
event, complete with insightful presentations from leading researchers, 1:1 networking
opportunities, live question & answer sessions, and sponsored informational presentations
that highlight how vendors are tackling some of the key issues facing this market. Just sit
back and enjoy this online learning experience from the safety and comfort of your home or
office. Missed a session or two? No worries—the full program will be archived and available

for post-conference viewing and download.
Registration Information

Register for the conference using one of three options:
Online: www.pharmaedresources.com Phone: (217) 721-5774
Mail: 2810 Robeson Park Drive, Champaign, IL 61822

Please Complete the Following Please register me for: _

FIRST NAME: Aseptic Processing Summit 2020

LAST NAME: Standard Registration: $1,495

Call for government, academic, or non-profit discount

TITLE:

COMPANY:
PAYMENT METHOD

ADDRESS: CREDIT CARD REGISTRATION:

ADDRESS: | CREDIT CARD [ VISA [ MASTERCARD | AMEX
NAME:

CITY: STATE: CARD #

ZIP: COUNTRY CODE: EXPIRATION: /

. SIGNATURE:

OFFICE PHONE: BILLING ADDRESS:

MOBILE PHONE:

FAX: CHECK REGISTRATION:

E-MAIL: To pay by check, please provide a purchase order below. Please

note that all payments must be received five (5) days prior to the
conference to ensure space. Attendees will not be admitted to
the conference without full payment.

PURCHASE ORDER #:

PLEASE NOTE:

PharmaEd Resources does not offer refunds. However, if you cannot attend
after registering, we are happy to apply your registration fee to another
PharmaEd Resources event, or transfer your registration to a colleague.
Notice of cancellation must be received at least 5 days prior to the event.



