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Conference Team : “What communication brings to products and
healthcare
— the thoughts of those who use them and those who make them.—”
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Purpose:

Combination products are products that make a significant contribution
to healthcare because they can be used in the medical field and at home
to ensure safety, efficacy and functionality, but many different people
are involved in the process, starting with the search for a treatment and
ending with the remission of the patient.

Behind the success of RNA vaccines against coronaviruses is the
repeated trial and error of predecessors, and the development of
vaccines could not have been achieved in a short time without the
accumulation of information and technology.

In addition, while the manufacturing and administration methods of



pharmaceuticals, medical devices and regenerative medical products are
considered for each product, the optimal product specifications may
differ depending on the habits, lifestyle and environment of the
healthcare professionals and patients who are the users, and approaches
to product development that take this background into account are
becoming increasingly important.

Regulations for medical products have been harmonised to ensure that

safety, efficacy and functionality are appropriate by adopting the latest
science and technology and incorporating a science-based and risk-
based approach, but in recent years we have entered an era of
convergence.
The aim of this year’s seminar is to highlight the active communication
that is taking place in order to deliver combination products and other
medical products, including software, to patients and contribute to
healthcare, and to have experts from various fields report on and discuss
their findings.

JOJ35 4

Program

9 A 12 H(X#EH):Sep. 12, 2023, on Tuesday

9:30-9:40 BH&=MHLED 2R (HA PDA 8F5% #rplEER)
Opening Speech  Mr. Eiji Watanabe (PDA Japan)
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Session A educational lecture1:Knowledge Management
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Moderator:Mr. Tomohiko Tsurumaru (3M Japan)

9:40-10:40 A-1 ¥BEFEE GMP ARICHITHHHEE

A-1 Knowledge Management for the GMP Ministerial Ordinance
MEE BRECKEO7P—NTSIIZUY)

Speaker: Mr. Tetsuhito Takarada (Pharma Planning)
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Summary : Pharmaceutical Quality System (PQS: ICH Q10) was
incorporated in to the GMP Ministerial Ordinance that came into force in
August 2021. PQS specifies knowledge management in addition to QRM
as an enabler for the PQS objectives of achieving product realisation,
establishing and maintaining a state of control, and facilitating continual
improvement. The importance of knowledge management as a basis for
effective PQS implementation has attracted attention with the
enforcement of the revised GMP.

On the other hand, the issue of illegal manufacturing of generic drugs
that occurred at the end of 2019 made us recognize that linkage with
drug development, not just at the commercial manufacturing stage, was
important for production and quality-related operations. We propose the
ideal way of knowledge management through the product lifecycle.

10:40-11:20 RnRE{RE
Exhibition break
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Session B Case studies of collaboration from the early stage towards
commercialisation
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Moderator:Mr. Gabrielle Peron(Stevanato Group)
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B-1 Successful tech transfer management for novel oligonucleotide
compounds from early stage to market entry
BEEN—F-Z21—5— (015 — TP TIITA1ID)

Speaker:Dr. Martin Muller(Vetter Pharma-Fertigung)
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Summary: Today, oligonucleotide drugs are in the spotlight of
pharmaceutical development, with several drug products (DP) having
received FDA approval. Being a relatively novel class of molecules, a
holistic end-to-end approach is required to successfully develop a DP
process, ranging from early stage clinical manufacturing to late stage
commercial scale.

To constantly manufacture DP with high product quality, the product
strategy must encompass the container system and process design.
Especially when transferring a new molecule from a donor site to a
contract development and manufacturing organization (CDMO), deep
process understanding and orientation towards product quality are key in
both organizations. To successfully launch oligonucleotide formulations
or platforms in such collaborations, special emphasis should be given to
a project management approach, with having the final process in mind
throughout the entire process development.

12:00-13:00 BBRERT
Lunch & Exhibition
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B-2 Collaborating to Simplify Device Development and Characterize
Glass Solutions for Auto-Injectors
BEERTA—TNIIRI(RATNFT = TIV—=) 71T P=I(F—DT0-%Y
T#4—F)

Speaker:Mr.Steven Kaufman( Stevanato Group), Mr.Michael Earl (Owen
Mumford)
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Summary: This paper will illustrate a case study about challenges and

solutions faced in a joint project to bring to the market an innovative

autoinjector Tml/2.25ml. A deep analysis of unmet needs of

biopharmaceutical clients and patients pushed two leading companies in

device design/manufacturing to combine their efforts in a collaboration

to enhance the resilience of supply chain.

In the presentation the following critical points will be investigated:

- How to reduce risk through dual sourcing options

- Introducing auto-adjust plunger technology to allow for various fill
volumes and both the Tml/2.25ml PFS

- How to guarantee control and continuity on providing end-to-end
support from primary container, to manufacturing, analytical services,
and final assembly equipment/support

- Define a set of key learnings and recommendations based on real
experience

This is a ‘case study’ based talk that highlights the importance of



supply chain, innovative technology, and collaboration to successfully
bring a combination product to market.

tval CCABEFNIRAT L

Session C: High-volume injection systems

BEfR iR N (BN m)

Moderator:Mr.Kenta Goto(Takeda Pharmaceutical Co., Ltd.)

13:40-14:20 C-1 RBEII75INWA2I105—DEN TOEIEREICDOWT

C-1  (Tentative theme) Result of clinical trial using large volume
wearable injector.
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Speaker:Dr.Hideyasu Fujiwara( Nippon Becton Dickinson)
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Summary: We will share the results of a clinical trial we conducted
overseas on a large volume wearable injector. Clinical trials were
conducted with 52 subjects (n=208) from a wide range of age, gender,
and weight groups to evaluate the performance of the 5mL BD Libertas"
device in terms of tissue effects, skin reaction, and patient acceptability.
Given the recent development of biologics that can be administered
subcutaneously in larger volumes (>2 mL), we hope that the results of
this study will contribute to the development and utilization of wearable
injectors by pharmaceutical companies, research institutions, and
medical institutions. This clinical trial was published in “Clinical and
Translational Science” (December 5, 2020).
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1 DI ERD BEN ISR DEZITIRT D



C-2 A literature and usability study into the impact of largevolume/high-
dose drug delivery: Breaking conventional autoinjector boundaries

EERE T )— NI —DYR&F1-Fv(SHL)

Speaker:Mr. Gary Calderwood and Mr. Chun Chang (SHL Medical)
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Summary: At present, the general understanding around subcutaneous
(SQ) delivery of large-volume/high-dose biologics is limited to what we
know in formulation chemistry and biophysical domains, such as the SQ
drug volumes and viscosities, as well as the generally accepted end-user
injection time for such combination products. There are three major
areas to address, and these include the technical, clinical, and usability
domains of enabling largevolume/ high-dose autoinjections. Here, we
report our findings on a series of studies that include a recently
completed systematic literature review on large-volume SQ injections,
as well as interim results on a set of user studies that evaluate the
usability challenges of autoinjectors as a viable large-volume drug
delivery solution. These usability studies focus on two perspectives,
which are: “User’ s capability of facilitating a large volume injection with
an autoinjector (E.g., acceptance of longer injection times, holding
stability during long injection times, etc.)” and “the impact of large
volume injection towards the user’s preference, attitude towards
treatment administration, and treatment management strategy.” Our
findings aim to expand the industry knowledge base to drive patient



access to newer forms of therapeutic modalities that previously require
healthcare professional (HCP) intervention.

15:00-15:40 Er&ikEE
Exhibition break
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Session D: Components of combination products
ERF Bty I77—v)

Moderator:Ms.Yu Kishi(Janssen Pharmaceutical K.K.)
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D-1 Understanding Break-loose & Glide Force Behavior in Prefilled
Syringe Systems
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Speaker : Ms.Ashwini Bhisikar(Datwyler Pharma Packaging)
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Summary : 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 use as
combination products offer additional regulatory challenges. As a
combination product, the mechanical functionality of the syringe-
elastomer system is an important consideration. An element to consider
is the break-loose force (BLF) and gliding force (GF) profile. Various
combinations of drugs, syringe barrels, and elastomeric components 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 investigators to
establish specifications based on the needs of their intended patient
population.

This presentation will discuss the importance of a patient-appropriate
BLF & GF profile, elastomeric components’ contribution to BLF & GF
behavior, and the importance of optimization for effective drug-delivery.

16:20-17:00 D-2: IVRI1I—Y—&NIZa1=7—I3vEMHBICTDREEE
X7

D-2: How secondary packaging facilitates communication with the end
user.
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Speaker : Mr. Manuel Huber(Kérber Pharma Packaging AG )
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Summary : Secondary packaging is essential to every combination product.
Product protection, product presentation and the transfer of information
are three main requirements from the originator as well as the end user.
The important information can be transferred in written form on the
packaging but also by design. A successful design starts while the



product is in development and involves both, the originator and end user.
Monomaterial* top load packaging offers full flexibility and scalability
over the product lifecycle. Furthermore, it is a highly sustainable solution
for combination product packaging.

Example 1:

Packaging of a nasal sprayer, To extend the billboard space and allow
transferring more information to the end user the compact cold chain
carton was designed with two additional outside flaps on the carton lid.
Example 2:

Packaging of a combination product kit, To allow the end user an
efficient administration process, the kit is packed in a predefined and

clean order.
*Bio based from 100% renewable raw material and biodegradable
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Session E: educational lecture2 Connected Device
B =RKEF(E—=H)

Moderator:Mr.Shuhei Mieda (Daiichi Sankyo Co., Ltd.)

9:00-10:00 E-1 ARITYRTINARETIZILANILR
E-1 Connected Devices and Digital Health
Amaa el #Z(oDileE—)

Speaker: Mr. Akihito Iokawa (Welby Inc.)
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Summary:In order to maximize treatment outcomes, the use of digital
technology is expected to optimize treatment, and new concepts such as



"SaMD (Software as a Medical Device)” and "DTx (Digital Therapeutics)”
as well as equivalent regulations have been developed. New concepts
such as "SaMD (Software as a Medical Device)” and "DTx (Digital
Therapeutics)” and regulations have been developed, and there are more

and more cases of practical applications.
In this presentation, we will review the overall picture of these trends,

and introduce examples and future possibilities of what kind of changes
can be expected when digital technology is utilized for the proper use of
medicines.

10:00-10:40 REBr&EiRE
Exhibition break
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Session F: Considerations in connected device product development
BE R HEHE— (IREREE)

Moderator:Mr. Shuichi Hatano (Shionogi & Co., Ltd.)

10:40-11:20 F-1: EFA—M I TO5—DEIRFIEAN
F-1:Strategic Approach of Digital Injector
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Speaker:waiting for confirmation(PHC Co., Ltd.)
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Summary:In recent years, digitalization has progressed in the medical and
healthcare fields, and digital health equipment that utilizes
communication technology has been focused. As for injection devices, an
increasing number of pharmaceutical companies are considering
electromechanical injectors (digital injectors) equipped with
communication functions in addition to conventional auto injectors.

In this session, I will explain risk management, usability, and requests to

pharmaceutical companies for the strategic introduction of digital
injectors from the perspective of a device manufacturer, along with our



experiences in introducing them to domestic/overseas markets.

11:20-12:00 F-2 RSYIFUNI—=[CHIFRIRITAET 1 DHREIRD

F-2 : The opportunities and risks of Connectivity in Drug Delivery
EEENH . 7T Va3 yIJUyIaUTIEINY)

Speaker : Mr.Takuya Matsui and Mr. Andy Pidgeon (Cambridge
Consultants)
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Summary:The world is changing, faster than ever, and at the heart of
these changes is connectivity. For providers of healthcare solutions this
brings a whole world of opportunities and threats.

It has never been more important to understand the needs of patients
as they transition toward taking ever more responsibility for their own
drug administration and for monitoring the impact of these treatments
on their health.

Adding connectivity can open up exciting possibilities for personalized
treatment, creating vibrant eco-systems, humanizing difficult therapies,
creating effective support and brand loyalty and building formidable
datasets. But these things come at a cost. Investment in new
technologies will change the ways in which we do business, but on a
scale new to many players and with real potential for getting it wrong.



Cambridge Consultants will share our experiences and insights at the
forefront of this connectivity revolution.

12:00-13:00 BRBERT
Lunch & Exhibition
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Session G: Human Factor Engineering
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Moderator:Ms. Brigitte Reutter-Haerle (Vetter Pharma)
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G-1 Human Factors — Innovation Case Studies
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Speaker: Mr. Michael E. Wiklund, (UL Solutions)
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Summary:The application of human factors in the medical device and
pharmaceutical industries has grown tremendously over the past decade
and helped to improve patient safety. This presentation focuses on
three products that self-evidently make a positive difference in terms of
use-safety or usability and satisfaction.

1. One case focuses on a syringe designed for effective and comfortable
use by individuals with limited dexterity

2. Another case focuses on hearing aid battery packaging that helps
people of all ages, but particularly older individuals who might also have



sight and dexterity limitations, handle the tiny batteries that previously
were prone to being dropped.

3. The third case focuses on the instructions accompanying a cardiac
monitoring patch that must be very carefully applied to the skin to work
properly.

13:40-14:20 G-2 FLI74IRIIIIEEDE1—N - T709—ICEAT 2FHEDE
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G-2 Streamlining Human Factors Assessment Strategies for Prefilled
Syringes
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Speaker:Ms. Esther Foo(MERCK)
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Summary: Prefilled syringes have become one of the primary delivery
mechanisms for parenteral drugs due to convenience and enhanced
safety. Human factors (HF) assessments are conducted to evaluate the
user interface of a product with the goal of understanding and



mitigating use-related risks and optimizing usability; this is included in
the product’s registration package. HF assessments can be conducted
through different forms and strategies based on product situation.

With the widespread use of prefilled syringes for a variety of
therapeutic areas, a wealth of knowledge has been generated on known
use issues, common use task errors, and usability needs, that can
potentially be leveraged across programs. Presented are case studies of
three forms of successful HF strategies: (1) HF assessment leveraging
prior data through a threshold analysis framework, (2) HF formative
evaluation justifying a summative evaluation is not necessary, (3) HF
formative and summative usability studies. Each case studies are
grounded in unique program needs (e.g., user groups, device design, and
relationships to drug product characteristics), driving the selection of
each HF strategy. Ultimately, each HF assessment serves to ensure that
the product is safe and effective for its intended use, by the intended
users, in the intended use environments.
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Session H: robotics automation
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15:00-15:40 H-1 XWUBL@MEBE Annex 1 CCS JVTIM7UREERITDIED
H-1 Robotics and Automation — The Enabler for higher Quality and Annex
1 CCS Compliance
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Speaker: Mr. Julian Petersen (groninger & co. GmbH)
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Summary: The recently released EU GMP Annex 1 mentions, within the
second section, the use of robotics to “increase the protection of the
product from extraneous sources.” This section, and others within the
Annex 1, are demanding the reduction or elimination of human
intervention within the ISO 5 environment. The goal is to drastically
increase product and, ultimately, patient safety.

This presentation will take a closer look at how robotics and automation
in the pharmaceutical environment can be an enabler for higher quality
and Annex 1 CCS compliance.

Furthermore, it will go into detail about how to completely remove an
operator from the aseptic environment with a gloveless isolator filling line
and how this was achieved by an open innovation approach with industry
partners.
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Sessionl: Session I: Product development that works with patients
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Moderator:Ms. Morikawa Michiyo (Terumo)
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I-1 On the development of the Zilasta Subcutaneous Injection 3.6 mg
Body Pod.
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Speaker: Mr. Makoto Yamamoto(Kyowa Kirin)
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Summary : G-LASTA subcutaneous injection is used to suppress the
occurrence of febrile neutropenia due to cancer chemotherapy. Due to
the administration, G-LASTA subcutaneous injection required a hospital
visit for subcutaneous administration after the day after cancer
chemotherapy (24 hours 7). Therefore, patients and medical
professionals pointed out the risk of infection due to the burden of
visiting the hospital and forgetting to visit the hospital. To meet the needs
of patients and healthcare professionals, we have started development a
G-LASTA subcutaneous injection 3.6 mg bodypod. In the development
process, we will introduce how we overcame a number of problems and
came to sales through interviews with medical professionals and
consultations with joint development partners.
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Session J: Panel discussion
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Panel discussion (answers to pre-questions and discussions)
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Moderator:Mr. Eiji Watanabe
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