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Thursday, December 1, 2022

 7:00 Sign-in and Complimentary Breakfast

 7:55 Chairperson Steve Badelt’s Welcome  
& Opening Remarks 
 
 

Technology Spotlight—Smart Devices 
and the PFS & AI Landscape

 8:00 Digital and Connected Health—Smart Device  
Application for Pre-filled Syringes & Autoinjectors

Michael Song, PhD, Associate Director  
of Device Development, Takeda

Digital and connected health technologies are revo-
lutionizing the device development field. This presen-
tation will address several key factors in that ongoing 

process, including:

• Role of connected PFS and AI in digital health
• Digital connectivity technologies, unique consideration 

for injectable systems
• Design and development considerations
• Clinical and commercial consideration for connected 

drug delivery devices

 8:40 Bringing Human-Centered Design to Digital  
and Connected Devices

Paul Upham, Head of Smart Devices,  
Roche/Genentech

As digital and connected devices become more prev-
alent as part of a digital ecosystem, the use of hu-
man-centered design principles is more important 

than ever. This presentation will highlight they key con-
siderations for product design and development, man-
ufacturing, quality, regulatory, and commercialization, 
including the role of behavior design as a critical ele-
ment for digital solutions used by patients. The presen-
tation will draw on lessons learned from the consumer 
technology industry and how those methods and tools 
can be applied to digital health and connected solutions.

 9:20 Are Companies Ready for Combination Product 
Digital Transformation?

Dr. Alie Jahangir, Sr. Principal Quality 
Engineer, Janssen Pharmaceutical

Emergence of digital technologies in various indus-
tries have been occurring at an astounding pace over 
the past decade. As a data-intensive industries, both 

pharma and medical device, can benefit from this tech-
nological transformation and create benefits across their 
value chains, thereby free up valuable business resourc-
es to focus on higher value tasks mainly focused on ad-

dressing patients’ unmet needs. In essence, the Quality 
4.0 provides an effective framework to transition from 
a compliance-based, reactive, error-prone, and siloed 
Quality Management System (QMS) to the one that is pro-
active, integrated, efficient, and most importantly patient 
centric, thanks to the application of available digital 
tools, including ML/AI, CM&S, and data analytics. Adop-
tion of this advanced QMS would result in process and 
systems agility, efficiency, and flexibility, while break-
ing the silos in product development and validation. FDA 
and other regulatory bodies have also been quite active 
to advance digital health priorities both organizationally 
and from regulatory policy changes to ensure the safety 
and efficacy of digital technologies, devices, and appli-
cations. This presentation will provide the audience with 
required knowledge to make informed decision about 
their organization’s digital journey, while enabling them 
to identify technical gaps/opportunities in their current 
systems and processes. 

 10:00 Networking Coffee Break

  10:30 Driving Interdisciplinary/Cross Functional Team 
Collaboration for Successful Complex Device 
Development

Ajit D’Souza, PhD, Director, Combination 
Product Development, Kiniksa 
Pharmaceuticals

As healthcare systems increasingly rely on medical 
care administered at home, the focus on ease of ad-

ministration, safety, compliance and sustainability is 
driving the development of increasingly complex drug 
delivery devices. Formerly mechanical systems are be-
ing replaced by software controlled electro-mechanical 
devices with multiple subsystems. Such complexity often 
leads to challenges not only in transferring the product 
specification to subsequent capable manufacturing pro-
cesses but also in integrating the various subsystems re-
quiring design changes late in the development process. 
The majority of the problems are encountered at inter-
faces—contextual, technical and/or organizational. This 
presentation will discuss barriers to interdisciplinary col-
laboration and share systems engineering best practices 
and tools to drive the development teams’ understanding 
of the design, identify challenges early and minimize ex-
pensive design changes late in the development phase.

 11:10 From Vial to Autoinjector—2006 to 2022 
Robin Hwang, Founder & Principal,  
ICP Consulting Corp

It’s been over 16 years since the first launch of the au-
toinjector in the biopharma industry. Since 2005, autoin-
jector launches have experienced a steady rise. In fact, 

the trend has accelerated in the past decade and there are 
currently around 100 commercialized autoinjector prod-
ucts globally in 2022. The device suppliers and biopharma 
companies as well as the regulators (FDA/EMA) all have 
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learned and adapted the autoinjector combination product 
development process. This talk provides an overview of 
this “platform approach” adaptation, enabling a significant 
reduction of development cost and time. In fact, the plat-
form approach to autoinjectors enables a small biopharma 
company to reach phase 3 clinical supplies with about $1M 
in 1 year after the drug product in PFS is established.

 11:50 Complimentary Networking Lunch

 1:05  CCL Healthcare Presentation
Paul Reyland, Director of Sales, CCL 
Healthcare

Abstract coming soon 

 1:25 Latest Data of Primary Plastic Containers
Shota Arakawa, Research Manager, 
Mitsubishi Gas Chemical Company, Inc.

OXYCAPT is a multilayer plastic vial that consists of 
three layers, COP/New Polyester/COP. The product 
has achieved excellent oxygen & ultraviolet (UV) 

light barrier, very low extractables, high pH stability, low 
protein adsorption, high transparency, high break resis-
tance, lightweight, etc. For example, the oxygen barri-
er is about 20 times better than the COP monolayer vial 
and the UV barrier is much better than the transparent 
type-1 glass and COP monolayer vials. We will show a 
lot of new useful data such as ultra-low temperature 
resistance, quick defrosting test, photo-stability test on 
antibody drugs, etc.

 1:45 Lessons from Integrating the Pharma Industry: 
Bridging the Gap Between Pharma and Device

Steven Badelt, PhD, Founder & CEO,  
Suttons Creek

When a drug company comes together with a device 
manufacturer to make a combination product, it is vi-
tal that each player understands the (very different) 

perspective of the other. Even more critical is for both 
players to understand how their integration creates a 
new perspective, what can be called the “combination 
product perspective.” This presentation will walk you 
through the hot buttons and best practices from the com-
bination product perspective, and that matter most in 
your product development, including:

• What it takes—What resources and knowledge do you 
(both pharma and vendor) need to get the job done well 
(according to regulatory bodies and product users)

• What it costs—How investing the right amount of time 
and money can create higher profit margins in the end

• What you can do to set yourself up for success—
Learn from our experience and walk away with key 
considerations, crucial integration points, and best 
practices

 2:25 Afternoon Break

 2:55 Applying Safety Engineering to Drug Delivery 
Medical Devices

Fubin Wu, Co-founder, Gessnet Solutions

Safety engineering is a system engineering discipline 
which assures that engineered systems provide ac-
ceptable levels of safety. Medical device safety engi-
neering assures that a medical device behaves safely 

through its service life in providing the clinical functions 
per its intended use and benefits as claimed, i.e., the 
device does what it should do and does not do what it 
should not do. 

Application of safety engineering can connect the dots 
proactively and systematically among clinical benefits, 
primary functions, EPRs, risk management, reliability, V&V, 
and manufacturing control strategy. Through examples, 
this presentation will walk through the steps on how to 
apply safety engineering to the drug delivery devices and 
illustrate associated benefits to safety, regulatory compli-
ance, costs for development and life cycle maintenance.

 3:35 De-risk Combination Product Commercial Launch 
by Characterizing Delivery System Through 
Scientific Technologies and Simulations

Sibgat Ulla, Associate Director, Combination 
Product Services, ZebraSci

This presentation will explain the combination prod-
uct characterization process and its importance in 
selecting the right delivery system during early-stage 

with data driven decisions to de-risk potential failures 
during commercial launch. Combination product charac-
terization is the process of understanding the compatibil-
ity, stability and safety of the Drug Product (DP) with the 
delivery system with minimal cost, time and material be-
fore selecting the right delivery system. Characterization 
data enables a quality decision in selecting the right de-
livery system or changing the formulation and vice-versa. 
This presentation will highlight the following topics:

• Pharma industry challenges in developing new drug 
products 

• Scientific technologies and simulations to characterize 
the silicone coverage, injection force, subvisible 
particles etc.

• How characterization aids in selecting the right 
delivery system
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 8:40 Stop the Madness! How to Successfully 
Navigate the Human Factors Validation of 
Combination Drug Products 

Anthony Andre, Director, Interface Analysis 
Associates, LLC

Pre-filled syringes (PFS) and autoinjectors are easy-
to-use delivery systems that are overwhelmingly pre-
ferred by end users. With the proper human factors 

approach, most PFS and Autoinjector products are easy 
to validate and gain FDA approval if common industry 
mistakes are avoided. In this presentation I will review 
the keys to success as well as the paths to failure for 
most all PFS and autoinjector combination drug products. 
The presentation will cover regulatory HF strategy, the 
decision to adopt the validation vs comparative pathway, 
instructions and labeling, study planning, study execu-
tion and how to best communicate your findings and re-
sidual risks to the FDA. After this presentation you will 
never make the same mistakes again!

 9:20 Dos and Don’ts of Human Factors in Each Phase 
of the Device Lifecycle

Joely Gardner, PhD, Usability Testing Expert, 
CSU-Fullerton

When structured properly, human factors research 
delivers actionable findings that help you identify and 
reduce risk, facilitate development, and meet regula-

tory requirements. Usability testing has always been im-
portant to the FDA. In the last few years, it has become a 
non-negotiable requirement and submissions have been 
returned because of a lack of human factors testing. In 
this presentation, you’ll hear practical tips for incorpo-
rating human factors research practices in each phase 
of the device lifecycle. There will also be very real ex-
amples of “do this at your peril” and how to avoid them.

Key takeaways include:

• Examples of Human Factors methodologies at each 
phase of the device lifecycle

• A model for Identifying needs that are most important 
to your users so that you can assign priorities for 
development

• How very early-stage human factors research can 
identify use-related risks and deliver actionable 
information to your development team

• The practical differences between formative and 
summative research

• Ensure compliance with regulatory bodies 

 10:00 Morning Networking Break

Panel Discussion—What’s Next in  
Pre-filled Syringes and Autoinjectors?

 4:15 The Next Generation of Devices—A Roundtable 
Discussion

Panelists:

• Alie Jahangir, Janssen Pharmaceutical
• Michael Song, Takeda
• Paul Upham, Roche/Genentech

Discussants: The Audience

 5:30 Happy Hour Mixer

Join your colleagues in the bar area for some informal 
networking. Complimentary appetizers provided

Friday, December 2, 2022

 7:45 Complimentary Breakfast 

Critical Issues—Spotlight  
on Human Factors 

 8:30 The Intersection of Risk Management and Human 
Factors in Platform Injection Devices

Carolyn Dorgan, Director, Technical Services, 
Suttons Creek, Inc.

 Not all injection devices are created equal, especial-
ly when it comes to platform devices. While selection 
of a platform device can appear as a faster way to 

market, there are critical implications from a human fac-
tors and risk management perspective to consider. Many 
programs do not perform such analysis until too late in 
the development process leading to costly program de-
lays. This is becoming increasingly more common when 
moving therapies from the clinic to the home. 

Utilizing risk management tools and Human Factors stud-
ies early and often in an iterative manner can greatly re-
duce the overall development timeline and risk. We will 
discuss how to incorporate various risk management 
tools and Human Factors Engineering principals into 
the combination product development process using an 
iterative and patient risk focused approach using case 
studies and real-world examples. When these tools are 
properly utilized you can avoid costly delays, getting it 
right the first time.
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Both devices feature a standard glass cartridge and au-
tomatic needle retraction.

 1:45 Understanding Break-loose & Glide Force 
Behavior in Prefilled Syringes Systems: 
Optimizing for Success in Various Patient 
Populations

Katie Falcone, Scientific Support Manager, 
Datwyler

Prefilled syringes (PFS) are effective drug-delivery 
systems that are patient-friendly and conserve drug 
product. Though these systems offer clear advantages 

as a drug delivery platform, their designation as combi-
nation products offer additional regulatory challenges. 
As a combination product, the mechanical functionality 
of the syringe-elastomer system is an important consid-
eration. An element to consider is the break-loose force 
(BLF) and gliding force (GF) profile. Different combina-
tions of drugs, syringe barrels, and elastomeric compo-
nents can produce different BLF & GF profiles. Guidelines 
offered by USP, ISO, and the FDA do not offer a numeric 
specification for BLF & GF profiles or force maximums. 
However, the regulatory guidelines encourage investi-
gators to establish specifications based on the needs of 
their intended patient population. Therefore, drug com-
panies must be diligent in understanding the abilities of 
the target patient population. Patients suffering from dis-
eases that affect their dexterity, like rheumatoid arthritis 
(RA), or juvenile patients, whose fine motor skills may be 
limited, have different optimum BLF & GF profiles. 

The importance of a patient-appropriate BLF & GF profile, 
elastomeric components’ contribution to BLF & GF be-
havior, and the importance of optimization for efficacious 
drug-delivery will be discussed in this presentation. Au-
dience takeaways include:

• Gain insight in to the challenges faced by pharmaceuti-
cal companies when producing a PFS system

• Gain insight into how the interplay between elastomer, 
barrel and silicone impacts functional behavior like the 
BLF & GF

• Gain insight into interactions at the elastomer/ barrel 
interface and discuss elastomeric options that can help 
to improve consistency with BLF&GF curve 

 2:25 Afternoon Break

 2:40 Application of Small-Scale Filling Equipment  
for Biopharm and Small Molecule Products:  
Case Studies

Kevin Hutter, Associate Scientist, GSK

Syringe and vial filling of high concentration mAb 
and small molecule formulations may present sever-
al challenges. Considerable development work may  
be required to develop a clean filling cycle with small-

scale or at-scale equipment. However, performing devel-
opment work using at-scale equipment is not an efficient 
and cost-effective long-term option due to hectic manufac-

Panel Discussion

 10:30 Meeting Human Factors Expectations in 
Regulatory Submissions—A Roundtable 

Panelists:

• Anthony Andre, Interface Analysis Assoc.
• Carolyn Dorgan, Suttons Creek
• Joely Gardner, CSU-Fullerton

Discussants: The Audience

 11:10 A Glass Alternative: ZEONEX® and ZEONOR® 
Cyclo Olefin Polymer (COP) for Pre-Filled 
Syringes

Larry Atupem, Business Development 
Manager, Zeon

While glass containers remain the standard for many 
pharmaceutical companies to house their life saving 
medicines, due to potential issues of breakage, de-

lamination, and adsorption, alternatives for this standard 
have been explored. Polymer based containers have 
been the other solution, however they also have their 
unique challenges. Selection of the right polymer is key. 
This presentation will look at Cyclo Olefin Polymer and 
its main attributes, highlighting the reasons why COP 
has been dubbed one of the best glass alternatives in the 
market for prefilled filled syringes.

• Key Benefits of COP for Medical Devices
• Case Study on Delamination: COP Syringe vs Glass 

Syringe
• Case Study on Nucleic Acid Adsorption: COP tube vs 

PP tube
• Case Study on Protein Adsorption/Aggregation and its 

effect on Immunogenicity

 11:50 Complimentary Networking Lunch

 1:05 User Friendly, Single Use Wearable 
Autoinjection Innovations

Jesper Roested, CEO, Subcuject ApS

This presentation will cover two prefilled, single use 
and user-friendly wearable platform devices:

•  A high force, wearable bolus injector, with an 
osmotic driven actuator – free of electronics and 
electromechanical parts to support sustainability. 
Intended for up to 10+ ml

• A wearable, spring-based autoinjector, intended for 
larger administration volumes while avoiding the 
challenge of holding an autoinjector steady during 
injection. For up to 5+ ml
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ing manufacturing scale line time is expected to result in 
increased efficiency and improved portfolio progression 
timelines. In this presentation, a few examples of devel-
oping processes for filling of mAb and small molecule 
formulations using a small-scale scale filling equipment 
will be summarized. 

 3:20 Close of Program

turing schedules and associated resource needs. There-
fore, it is beneficial to have small-scale filling equipment 
in an R&D facility to reduce manufacturing interruption. 
The small-scale filling line can be used to define optimal 
filling process parameters, support technology transfer, 
and develop mitigation strategies for ongoing or potential 
issues with minimal disruption of normal manufacturing 
operation. Streamlined ways of working without requir-
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