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Live Session

LS09 Track 1 9:00-10:30

Driving Towards Much Further Clinical Operational
Efficiency and Innovation in Clinical Trials

REEmEE: CR. AC
LAV ik
R
T AT S AMEHA S
&1 sl
Association of Clinical Research Professionals (ACRP) is a not-for-profit
international organization of over 13,000 members. ACRP supports
the industry as a platform for learning the practical strategies, best
practices, and creative solutions needed to improve clinical trial quality
via the workforce that implements the protocols (Pls, CRCs, and Site
Monitors). Additionally, ACRP works closely with technology providers
and process improvement collaborations to help drive implementation
of innovative tools and processes. It would be very beneficial for
participants in the DIA-JP 2020 annual to have an opportunity to
learn how to drive operational efficiency and innovation in clinical
trials from ACRP and clinical site’s perspectives. In this session, a panel
discussion with speakers and DIA Japan representatives (Program
chair and vice chair) is planned to deep dive into more details on how
best to incorporate the clinical operational efficiency and innovation
approaches in our clinical environment in Japan.
ACRP-Global Activity and Initiative Overview for
Operational Efficiency and Innovation in Clinical Trials
Association of Clinical Research Professionals (ACRP)
Jim Kremidas

Clinical Operational Efficiency and Innovation in Clinical
Trials from Site’s Perspective

Holston Medical Group

David Morin
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LS11 BEifi#E Track4
Patient-Focused Drug Development

REERE: ALL
LAV 105%

BER

TBD
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PFDD is based on recognition that patients living with a disease

have firsthand knowledge of the disease impact on how they feel

and function. They bring a unique and valuable perspective to drug
development, one that cannot be provided by the clinical, scientific,
legal and other experts. Throughout the drug development process
there are opportunities to increase the quality of the development
program through effective inclusion of the patient’s perspective.
These opportunities include but are not limited to: understanding the
clinical context for medicines development and evaluation; product
design features including formulation and delivery modes that
minimize burden and support adherence; development of endpoints
that reflect benefits that matter most to patients; designing trials that
support better enrollment and retention; and informing regulatory
decision making including patient acceptability of benefits vs risks.
This presentation discusses how regulators and industry can enhance
drug development and decision making with a more patient-focused
approach.

10:45-11:45

Food and Drug Administration(FDA)
Theresa Mullin
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LS12 Track 2 12:45-14:15
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SAVE THE DATE

18th DIA Japan

Annual Meeting 2021

October 26-28, 2021
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Semi-Live Session

SLS06 Track 2 9:00-10:00
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[PO-01] Technology Use to Reduce a Patient’s
Emotional Burden in Clinical Trials

Related Area(s): CR. O: Patient

Senior associate, Clinical Innovations & Business Integration, Clinical
Development, Eli Lilly Japan

Tomoko Horii

Objectives:

There are challenges in pediatric drug development such as recruitment
and their emotional care. To overcome the challenges, we tested the
effectiveness of digital technologies in clinical trials.

Method:

DWe introduced digital technologies in some pediatric clinical trials, and
evaluated whether they helped a patient understand a clinical trial and
reduced anxiety for the trial. Tested digital technologies; Communication
robot,Mobile Application,Streaming delivery short video Evaluation; 5-point
rating survey to the participants and healthcare providers,the number of
access to digital technologies

Results:

As for the communication robot, we created short videos to explain a clinical trial
and the trial procedure for candidate patients, and a journey map to explain a
progress of the clinical trial for the “on-study” patient. We then installed them in
the robot. We heard patients’ positive feedback on the digital technologies so
far; “The explanation for the trial was easy to understand”, and “I look forward to
meeting them at site”. As for the mobile application, we created the mobile app
for pediatric patient support. It was installed to their own devices/smartphones
so that the app can remind next visit and medication of the participant as well as
to provide the fun content showing the patient’s progress of the clinical trial. As
for the short video, we created a short video about a clinical trial to help patients
understand visually and put its QR code in the informed consent document. We
are going to introduce and publish all the results on the poster session.
Conclusion:

From the results, it was suggested that digital technologies could contribute to
reduce anxiety and to emotionally support in pediatric clinical trials. To realize
patient-centric clinical trials, a company should consider using digital technologies
proactively to reduce patients’ emotional burden.

[PO-02] A Technology Focused Model for Cost-Effective
Clinical Document Translations

Related Area: MC

Senior Manager, Development Operations, Medical Writing,

Incyte Biosciences Japan GK

Nao Kobayashi, MSc

Objectives:

Present a cost-effective approach on clinical document translations based on
win-win collaboration between a pharma company and a translation vendor,
in the aspect of technology and human resources.

Method:

New technologies such as MS Word macro and specialized review tools were
implemented to maximize the use of glossary, style guide, and translation
memories. These tools ensured high-quality translation even with limited
time. In the aspect of human resource support, the translation vendor
assigned a dedicated quality manager to meet endorsed KPIs for performance
and quality.

Results:

Before implementing these new tools and approach, the pharma company had to
spend many hours double-checking glossary and style guide compliance as well
as accuracy of translations. After implementations of the new technology tools,
tremendous reduction in review time at the pharma company was realized. Because
the tools had maximized glossary terms, style guide rules, and translation memories,
the reviewer can focus only on checking the accuracy of the translations. When the
translation vendor provides a dedicated quality manager, the consistency among
multiple documents can be achieved. By having a single point of contact from the
translation vendor, the pharma company”s feedback can be quickly incorporated
into the next translation project. In order to objectively measure and assess the
quality improvement over time, establishing KPIs is very effective. Qualitative and
quantitative findings will be visually presented.

Conclusion:

Minimizing internal resources is one of the key strategies for many pharma
companies. Win-win collaboration between the pharma company and the
translation vendor shows a new model of collaboration to reduce costs (i.e.

timelines, financial costs, and human resources) in pharma companies.

[PO-03] Introducing e-Consent to Help a Patient Have
Better Understand Clinical Trials

Related Area: CR

Senior associate, Trial Capability, Clinical Development, Eli Lilly Japan
Yasuhiro Masuda

Objectives:

The objectives are to evaluate the effectiveness of e-Consentin understanding
clinical trials (CTs) and to assess the e-Consent usability from the perspective
of the site and patient.

Method:

12 patients were consented by e-Consent and 6 healthcare providers (HCPs)
explained about CTs by e-Consent. By using questionnaires and conducting
interviews (only HCPs), we asked the patients and the HCPs about the overall
satisfaction, usability, and readability of e-Consent. Overall satisfaction was
an indicator of contribution to help a patient have better understanding
about CTs.

Results:

The overall patients’ satisfactions were “very useful” (42%) and “useful”
(58%), while the HCPs' satisfactions were “partially satisfied” (50%), “neither”
(33%), and “not satisfied” (17%). The reason that the HCPs were less satisfied
with e-Consent compared to the patients was assumed that the HCPs were
unfamiliar with a devise and the e-Consent operation was complicated (e.g.,
charging the device, connecting to the internet and login, etc.). In fact, the
following comment was obtained from the interview with the HCPs. -It took
along time for reading a new content and it kept the patient waiting. On the
other hand, the following positive comment was also obtained. -It was time-
consuming at the first time, but once it was done, it was easy and not too
confusing. The following hurdles were suggested in the actual introduction
thatitis important to reduce not only the physical barriers such as operability
and usability of e-Consent but also the mental barriers of the site user.
Conclusion:

The results suggested that e-Consent could help a patient have better
understanding about CTs and the usability of e-Consent was not yet enough
for the HCPs. For further expansion of e-Consent, it is essential not only to
improve its function but to share the know-how to remove the mental barrier.

[PO-04] Pfizer’s Drug Information Searching Chatbot
for Health Care Professionals: MAIBO

Related Area: MC

Medical Information Group, Pfizer Japan Inc.
Riho Tanaka

Objectives:

Pfizer Medical Information (MI) handles inquiries from health care
professionals (HCP). Ml has developed chatbot service for HCPs in order to
get information in a timely manner whenever they need.

Method:

Chatbot(MAIBO) features landing page with the most frequently asked

questions to our call center -“drug stability”, “request materials” and “product
expiration date”, which has been decided by project members and then
collaborated with digital team to develop it. We also developed action that
need to raise awareness such as create the leaflet and distributed it.

Results:

In Nov 2019, MAIBO started service for “drug stability” and “request materials”. We
are planning to expand this feature to s “product expiration date” in May 2020.
In Mar 2020, phone inquiries to the call center about “stability” decreased by
22% and “material requests” decreased by 16% from the same month last year.
These results suggested that HCP could get information by self-search with help
of MAIBO. At the DIA meeting, we will present the result of customer satisfaction
with our expanded features of MAIBO. On the other hand, the monthly average
of access to MAIBO is about 230. (Dec 2019 to Mar 2020) . We considered low
recognition of MAIBO among MR as an issue. We are planning to collaborate with
sales department and public relations department. The outcomes of these actions
will also be reported on the meeting.

Conclusion:

From around 2019, other pharmaceutical companies have begun providing
information using chatbots. Through the development and recognition of
chatbots, we would like to increase ready to use information by customer yet easy
to find answer. We hope chatbot can help and promote this information service.



Poster

[PO-05] Business Case for Development of Clinical
Quality Management System and Benefits
Related Area: CR

Pfizar R&D Japan / TransCelerate BioPharma Inc. cQMS Japan
Community of Practice

Ryoichi leda

Objectives:

The business case in which the clinical Quality Management System (cQMS)
framework and its effects will be provided, and the benefits associated with a
cQMS will be clarified.

Methods:

In July 2016, TransCelerate BioPharma Inc. (TCBI) published clinical quality
management system framework to mitigate quality issues and risks in clinical
development. TCBI collected the business cases of cQMS implementation
from TCBI member company and identified its benefits associated with a
cQMS.

Results:

As one of the business case that a TCBI member company implemented, it
was reported CAPAs for findings were decreased by 70% by adapting the
concept of “Issues that Matter”. Implementation of a cQMS is expected to
provide an overall picture by (1) efficiently achieving an organization’s quality
and organizational objectives, (2) reducing recurring quality-related issues
within limited resources, (3) increasing confidence in clinical research and its
results, and (4) integrating individual trial-level quality and risk management
activities to provide a holistic view. It is important to begin with fundamental
components of cQMS, and by continuing to improve, the maturity level of
cQMS will also be increased. The maturity level of cCQMS was divided into 5
stages: “Reactive” “Repeated” “Defined” “Controlled” and “Optimized”. This
maturity will help sponsors to understand the current state of their cCQMS and
move to the next step.

Conclusion:

If the sponsor properly implements a cQMS, it is considered that significant
benefits can be obtained. These benefits are expected to positively influence
not only the sponsor but external stakeholders such as patients, academia/
clinical sites, and regulatory authorities.

[PO-06] Comparison on Products Information for
Patients from Different Markets

Related Area(s): RA. O : Patient

Senior manager, International labeling group, Pfizer
Zhonglei Chen

Objectives:

Get aware of the difference on the products information for patients from
several markets; Reveal how to make our patients could understand what may
impact their life during using our medicines, etc..

Methods:

Get the products information for patients via internet for the markets of
Japan, US, EU and other Asia markets. Safety related information on products
information for patients will be compared. Investigate the guidance from
health authorities of each market.

Results:

Revealed the difference on the products information for patients from several
markets (Japan, US, EU and other Asia markets). PMDA, FDA, EMA issued
the guidance on creation of the products information for patients on their
markets, which is mandatory for pharmaceutical companies to follow that
guidance. It is asked to convert the medical or pharmaceutical terminologies
to lay language, which should be easily understood by patients. The safety
related information is located different sections among these markets. FDA
requests to put the warning and precautions at the beginning of medication
guidance, meanwhile, safety related information is in the middle of Patient
Leaflet for EU and Drug Guide for Patients for Japan. Products information
for patients is available in the commercial packages in EU, on the other hand,
patients in Japan and US could get Drug Guide for Patients on PMDA website
or medication guidance on FDA website.

Conclusion:

The user experience is crucial to products, especially for the medicines,
pharmaceutical companies should ensure our patients to get products
information for them easily, consider carefully how to put the warning and
precautions at a appropriate location on products information for patients.

[PO-07] How Can We Manage Drug Development in
China from Japan?

Related Area(s): CR. PM
Global Trial Director, Novartis Pharma K.K.
Takamitsu Hirano

Objectives:

Novartis has had multiple experiences managing China trials as trial directors
from Japan. Therefore, we'll share the issues and the countermeasures to be
taken from our experience.

Methods:

Total of 5 studies including Phase 2-3 and China Post-authorization safety
study (PASS) from 2019 to 2020 has been conducted. We'll present the issues
thatoccurred when preparing or during studies and also the countermeasures
in separate themes such as: timeline, local regulation (HGRAC, etc.), Leading
site, CTA, Investigational product, handling of lab specimen, vendor, and
PASS.

Results:

We would like to share the latest information on the results of the currently
running studies so we will not be sharing at the time of Abstract submission.
Conclusion:

China studies can be managed from Japan if the trial directors understand
their local regulation & process and provide adequate support. Moreover, we
can provide solutions and new proposals based on our experience in Japan
and assumptions on what risks that could occur in China studies.

[PO-08] Estimating Evaluation on Medicines from
Disease Blogs Using BERT for PV

Related Area(s): CP, O: Patient

Group Manager, Real World Data Science Department,
Chugai Pharmaceutical Co., Ltd.
Shinichi Matsuda

Objectives:

To estimate evaluation on medicines since it is beneficial for future patient-
centric pharmacovigilance to understand whether patients are satisfied or
unsatisfied with the treatments.

Methods:

We analyzed textual data collected from the Japanese disease blogs on the
Internet: tobyoki blogs, which translate literally as a diary-like account of a
struggle with disease. Using one of the NLP techniques, BERT, we not only
created a model which predicts 7 classes (-1,-0.67,-0.33, 0, +0.33, +0.67, +1)
according to satisfaction based on the patients’ texts but also evaluated the
validity.

Results:

Our preliminary BERT model showed moderately good result in classifying
patients’ evaluation for each text. For instance, “I did not have my goals and
dreams for a long time, but | ate well, drank well, laughed, and enjoyed 6
and a half hours” and "[---] It took a lot of time to make one thing together,
and there were a lot of hard times, but | had a lot of fun and fulfilling time.
It was like a treasure for me” were classified as +0.67 (Probability: 0.392 and
0.371, respectively). Similarly, “[---] This Monday is the 4th day of anti-cancer
treatment. | did not want to do it again because | had suffered from side
effect last time” and “[---]  vomited once, but | didn’t have taken the medicine
to avoid side effects” were classified as -0.67 (Prob: 0.250) and -1 (Prob: 0.220).
At this moment, we also observed some unreasonable classification results.
Since the current BERT was pretrained using Wikipedia, we believe that
pretraining using tobyoki blogs would improve the accuracy of the model.
Conclusion:

Patients’ evaluation on medicines could be estimated based on the text data
written by patients. Our approach should be helpful to identify the transition
of patients’ evaluation before and after the critical event for patients such as
disease notification or initiation of the drug treatment.
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