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Up Close and 
Personal
Get to know your fellow 
DIA members with 
Member Spotlights in 
each Show Daily. Today’s 
issue features: 
• Jingsong Wang
• Joan Buenconsejo
• Richard Day
• Kim Quaintance-Lunn
• Nancy Dreyer
• Jessica Culp
• Mark A. Kryah
• Catherine Baldridge
• Chris Slawecki

Speakers and attendees celebrate together at Sunday afternoon’s Student and 
Emerging Professionals Forum to kick off their DIA 2019 experience.

Thought-provoking, worldwide issues 
deconstructed by acclaimed panelists 
representing multiple stakeholders from 
around the world in this growing ecosys-
tem of life sciences. 

#100 Who Owns My Health Data: 
Patients, Data, and the Future of R&D 
Monday, June 24, 8:00–10:00am 
Ballroom 20
Part of Opening Plenary and Keynote

Consumers today are increasingly 
sensitive to how their data is used and 
monetized, largely in the wake of Face-
book/Cambridge Analytica and other 
high-profile scandals. Use of personal 
health data is not immune from these 
concerns, from GDPR and California 
Consumer Privacy Act to the rise of 
state bills challenging ownership over 
personal health data even if de-identi-

fied. These consumer and policy 
trends are raising new questions 
for patients and medical providers 
and are challenging comfortable 
norms.

During this session, we will discuss 
the evolving relationship of patients 
and health data, from access and 
sharing to privacy and ownership. 
As well as the consumer and policy 
trends that may reshape expecta-
tions when personal health data is 
monetized. We will conclude our dis-
cussion with a conversation around 
the data dependence of drug devel-
opment today and the implications 
for medical research tomorrow.

Who Owns Your Health Data? 



To learn how the gold standard of IRB review can transform your clinical research,  
visit WIRB-Copernicus IRB Group in booth #1105 in the exhibit hall.
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Where do you see your field 
going? What is your vision of the 
field in 2030?

The healthcare field is emerging 
much faster compared to anytime 
in the history of medical inven-
tions. But we still have a lot of un-
met medical and patient needs that 
can only be addressed when the 
community (including researchers, 
physicians, and policy makers) de-
cide to work together. This is hap-
pening more and more in recent 
years—the outcomes of which you 
see in some of the most advanced 
medicines and healthcare systems 
available today. Over the next de-
cade, I can only anticipate this 
pace of R&D to grow faster and 
bring novel therapeutics to our pa-
tients. My vision for 2030 for all of 
us involved with DIA and beyond is 
to break breakthrough therapy for 
cancer patients. There are millions 
of patients suffering from various 
types of cancers, and only a col-
lective and collaborative approach 
between academia, industry, phy-
sicians, patients, and policy makers 

Member Spotlight: DIA Inspire Award Winners

is going to make this happen. And 
the time is now… 

What do you like most and least 
about your job?

What I like the most about my job 
is that on a daily basis, I am working 
directly and indirectly with a large 
number of talented scientists and 
entrepreneurs focusing on develop-
ing innovative therapeutics to save 
lives and improve people’s quality 
of life. It is the most rewarding job. 
As a physician and a scientist in the 
field of biotechnology, I constant-
ly witness and am reminded of the 
suffering of the patients in need of 
breakthrough therapies. This is also 
the driver for me and my colleagues 
in the field to strive to discover and 
develop medicines that meet the 
needs of patients around the globe.

What advice would you give 
your younger self about to enter 
the “real world?”

To excel in the biomedical field, 
you must have the desire and the 
dedication to help people in need 

and to serve humanity. Start with 
the work and the job at hand, es-
tablish yourself as the person your 
colleagues and your manager trust 
to be able to deliver what you are 
asked and have promised. At the 
same time, learn and work with col-
leagues outside your project and 
function. Participate in activities to 
enhance cross-functional collabora-
tion and cross-industry community 
volunteer service to promote best 
practice sharing and operational 
excellence. Ultimately to become a 
leader and to generate greater pos-
itive impact for the industry and the 
people you desire to help.

What have you become better at 
saying “no” to? What approaches 
or realizations helped you?

That’s a tough one… but one of 
the things I have become better 
at saying no to, especially since 
I started Harbour BioMed, is re-
quests to work on new targets be-
fore delivering on older projects. 
Science is exciting and keeps us all 
motivated to find that new break-
through, but it is also important to 
have the discipline of delivering on 

Jingsong Wang, MD, PhD, is the CEO of Harbour BioMed (HBM), a 
very promising biomedical start-up company in China. Before found-
ing HBM, he was the Head of China Research and Development and 
of Translational Medicine, Asia Pacific, for Sanofi. Wang currently 
serves as the Chair of the China Regional Advisory Council, a role he 
has held since 2015. Under his leadership, DIA China established the 
annual Drug Discovery Innovation Conference (DDI) in 2015. This al-
lowed the strategic expansion of DIA China’s portfolio from late-phase 
development to early-stage product discovery and development. Dr. 
Wang has been an active DIA member since 2012 and has been on 
the program steering committee for the DIA China Annual Meeting 
from 2015-2019, and was Co-Chair of the DIA China Annual Meet-
ing in 2016. Tribute to his leadership and dedication to DIA, as well 
as his strong influence to China’s life-science innovation ecosystem, 
DIA China demonstrated a strong growth in both the Annual Meeting 
and DDI, attracting more than 3,000 and 700 attendees respectively. 
DIA’s sphere of influence gradually expanded from MNCs-centered, 
to Chinese domestic biotech, start-ups, research hospitals, etc.  

Jingsong Wang, CEO, Harbour BioMed

Continued on page 20
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Continued on page 17

When did you realize you 
wanted to become a stat-
istician with focus on bio-
metrics?

As a child, I was always 
good in math, and when 
I had to choose my un-
dergraduate major, ap-
plied mathematics was a 
no-brainer. After watch-

ing the movie Outbreak 
in 1995, I wanted to be an 
epidemiologist or in a re-
lated field, so applying to 
graduate school in Public 
Health seemed to be a 
great choice. While epi-
demiology classes were 
interesting, biostatistics 
courses gravitated to-

er self to be curious and 
not to be afraid to ask 
questions. I would also 
encourage my young-
er self to network and to 
seek a mentor within the 
organization.   

Imagine a day without 
work, the internet, and 
any other obligations. 
What would you do?

If I have a day to myself 
without work, internet, or 
driving my kids around ac-
tivities, I would either be 
curled up in the sofa read-
ing a romantic novel, or in 
my kitchen baking cup-
cakes. I would also take a 
moment to just breathe.

How has DIA helped you?
Through DIA, I have met 

many leaders in industry 
and regulatory agencies, 
not only within statistics, 
but also from other func-
tional areas. Because of 
DIA’s global presence and 
neutrality, there are nu-
merous opportunities for 
me to learn from experts 
from different regulatory 

Member Spotlight: DIA Community Chairs

Joan Buenconsejo, PhD, MS, is a Director and Bio-
metrics Team Leader supporting the oncology 
therapeutic area within the Biometrics and Infor-
mation Sciences at AstraZeneca. Prior to joining 
AZ, she was a statistics team leader at CDER, FDA. 
She is the chair of the DIA Statistics Community, 
North America. Buenconsejo received her Master’s 
degree in Mathematical Statistics from University 
of California, Irvine, and a Master’s degree in Public 
Health and Doctorate degree in Biostatistics from 
Yale University.

Joan Buenconsejo, Director and Biometrics Team Leader, AstraZeneca
wards me more. As a stat-
istician in the biomedical 
field, I am always using 
my technical skills to an-
swer important research 
questions and communi-
cate findings that could 
impact people’s lives. 
How cool is that? 

Where do you see your 
field going? What is 
your vision of the field in 
2030?

Currently, businesses are 
transforming their organi-
zations to be more digital 
and data-centric. Big data, 
machine learning, and arti-
ficial intelligence are at the 
forefront of these changes. 
Many statisticians are lead-
ing these changes given 
their technical expertise, 
problem-solving skills, and 
business acumen. I see 
excellent partnering with 
cross-functional members 
and continued growth in 
leadership, as statisticians 
expand their skills and em-
brace the changes. My vi-
sion for 2030 is the contin-
ued growth of the field of 
statistics as a core area for 
organizations that harness 
technology and data to im-
prove decision-making. 

What advice would you 
give your younger self 
about to enter the “real 
world?”

I would tell my young-
er self not to worry about 
not knowing everything—
that it is okay to make 
mistakes and to learn 
from those experiences. I 
would also tell my young-



Take the
clinic out
of clinical 
trials.

Improve success with 
PCM TRIALS direct-to-
patient clinical visits.

With PCM TRIALS, our experienced Certified 
Mobile Research Nurses come directly to your 
trial participants, wherever they may be — at 
home, work, school, rehab centers, anywhere. 
Plus, we’re flexible. So if your needs change, 
we adapt with them. The result?

• More participants
• Better retention
• Improved data quality & compliance
• Outstanding results

PROTOCOLS

PX

SPONSORS

M O V I N G  T H E  N E E D L E

We’re moving the needle on 
clinical research… and setting 
success in motion.

Stop by our booth and see for yourself.

BOOTH #1113
info@pcmtrials.com  •  +1.303.253.7470 
PCMTRIALS.com

218  Unique   
in-home visits

110+ + +22,600
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When did you realize you wanted 
to be a pharmacologist?  

When I realized that the key to 
understanding variations in re-
sponses of my patients to their 
medications was understanding the 
dose response relationship. There’s 
more to this relationship than meets 
the eye! I have used (and loved) this 
relationship ever since.

In your opinion, what is the 
greatest challenge in your field?  

Personalising important thera-
pies by using all the increasingly 
available and relevant information 
about my individual patients in an 
effective, efficient, and powerful 
way. And bringing to bear on the 
decisions regarding therapy for my 
patient, the power of the experienc-
es of “similar” “real world” patients 
through the use of “Big Data”ap-
proaches.

What in your opinion is the 
biggest gap between research 
and practice in your field?  

Implementation of all we know 
about achieving optimal results 
for an individual patient, and espe-
cially, bringing our patients ‘along’ 
with us so we reach a mutual un-
derstanding of what will be best 
for each individual. Helping our pa-

tients understand their illness and 
treatment options and then help-
ing them to decide what’s best for 
them and commit to the plan is a 
frontier that needs much more at-
tention from us all.

Where do you see your field 
going? What is your vision of the 
field in 2030?  

Increasing personalization of 
therapy using the vast array of in-
dividual data available at the point 
of care.  

What do you like most and 
least about your job? 

Non-evidence based bureaucrat-
ic interventions and accretions im-
pinging on ever more of our avail-
able time and energy.

What book are you currently
reading and why? 

The Shepherd’s Hut by Australian 
author Tim Winton, author of Cloud-
street, The Riders, and Breath.  Great 
story teller of “universal tales.”

What have you become better at 
saying “no” to? What approaches 
or realizations helped you? 

Reviewing too many research 
papers…..there are plenty of other 
“fish in the sea.”

What advice would you give your 
younger self about to enter the 
“real world?” 

Select projects more judiciously.

Imagine a day without work, 
the internet, and any other 
obligations. What would you do?  

Ride my bike early, coffee with 
mates, surf with Barb my wife, 
brunch, read, then nap, and then 
early dinner at our place, prefera-
bly a BBQ, with immediate family 
(three children plus partners and 
their eight children and “one on the 
way”) followed by eight hours sleep. 

How has DIA helped you?  
I learnt so much about medicines 

development, working with global 
stakeholders and leaders, seeing the 
power of the free exchange of ideas, 
and experiencing the pleasure and 
effectiveness of working with enthu-
siastic and committed volunteers. 

What would you like to see DIA do 
for you in the future?  

Continue as the leading forum 
for exchange of ideas and initiatives 
to improve human health globally 
while dealing with and contributing 
to solutions for our greatest global 
threat of climate change.  

Member Spotlight: DIA Fellows

Professor Richard Day, AM (MBBS, FRACP, MD), is internationally rec-
ognized for his research, leadership, and advocacy in support of quality 
use of medicines. He has been deeply involved in Australia’s National 
Medicines Policy, culminating in his Chairmanship of the Pharmaceu-
tical Health and Rational Use of Medicines Committee for the Feder-
al Government (1999-2008), and is an active contributor to national 
resources such as the Australian Medicines Handbook and Therapeu-
tic Guidelines. Day has published over 500 peer-reviewed papers and 
been cited more than 21,000 times. He was the first non-US President 
of DIA, and his many awards include Member of the Order of Australia 
AM (2000) and the AMA Distinguished Service Award (2009). 

Richard Day, Professor of Clinical Pharmacology, 
University of New South Wales, Medicine, 
St. Vincent’s Hospital, Sydney
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Hearts love this Holter.
Revolutionizing continuous EGG data 
collection in clinical trials.

ePatch® The World’s Most 
Wearable Holter Monitor

gobio.com/epatch-studies

• Comfortable, 14-day ECG recording.
• The only sensor easily decoupled, so patients can:
 – Apply a fresh patch, if necessary, to complete their study.
 – Connect to a small electrode adapter in case of skin sensitivity.
•  From a dedicated global core lab that has completed thousands 

of clinical trials worldwide.

When did you realize you wanted to 
work as a regulatory professional?

From birth!  But seriously, I had 
been working in the lab doing re-
search and realized that I wanted 
to move in a new career direction. 
Translating the data I was gener-
ating into access for patients via 

Member Spotlight: DIA Inspire Award Winners 

Kim Quaintance-Lunn serves as Vice President and Head, Regulatory 
Policy, North American Regulatory Affairs, at Bayer. Kim joined Bayer 
in February 2014 to establish and lead the US regulatory policy func-
tion for the organization. She works with colleagues to analyze regu-
latory policy and advocate for changes in the regulatory environment, 
serves on global and US Regulatory Leadership teams, and assists in 
the development of regulatory strategies. Kim previously served as 
the Senior Director, Global Regulatory Policy and Intelligence at Eisai 
and as the Associate Director for Regulatory Affairs in CDER’s Office 
of New Drugs. Kim began her career in the pharmaceutical industry 
working as a research scientist in drug metabolism at Pfizer.

Kim Quaintance-Lunn, Vice President and Head, 
Regulatory Policy, North American Regulatory Affairs, Bayer

regulatory approval held a definite 
appeal, and the rest, as they say, is 
history.

In your opinion, what is the great-
est challenge in your field?

The greatest challenge in my 
view is the lack of harmonization 

among global health authorities. 
I will moderate that statement by 
saying that we should not harmo-
nize for the sake of harmonization. 
We should harmonize to the best 
practice.

Continued on page 17
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Nancy Dreyer, Chief Scientific Officer and Senior Vice President, IQVIA

Member Spotlight: DIA Inspire Award Winners

Nancy Dreyer, MPH, PhD, is Chief Scientific Offi-
cer and Senior Vice President at IQVIA, focusing 
on generating real world evidence for regulators, 
clinicians, patients and payers through pragmat-
ic trials and non-interventional approaches. She is 
a Fellow of DIA and the International Society of 
Pharmacoepidemiology, a member of the PCO-
RI Clinical Trials Methods Advisory Panel, and 
a Standing Consultant to the National Football 
League Health & Safety Executive Committee. She 
holds an appointment as Adjunct Professor of Ep-
idemiology at the Gillings School of Global Public 
Health at the University of North Carolina and has 
twice been named to PharmaVOICE magazine’s 
annual list of 100 most influential and inspiring in-
dividuals in life sciences.

When did you realize 
you wanted to be a 
scientist working in 
public health?

My first job out of col-
lege was as a research 
assistant on a drug safety 
study—a challenging one 
where serious adverse 
events were discovered 
after females exposed in 
utero reached puberty. 
Lots of challenges creat-
ing a retrospective cohort 
of mothers, and contact-
ing them to find out about 
any daughters, who then 
were in their late teens 
and twenties.

Where do you see your 
field going? What is 
your vision of the field in 
2030?

I expect we will see 
much greater use of real 
world evidence for label 
expansions. Recognizing 
the need for benchmark 
data to assure regula-
tors and clinicians about 
comparative benefits and 
risks, the push for per-
sonalized medicine will 
demand more use of ex-
ternal comparators (aka 
historical controls) as pa-
tients and clinicians be-
come less willing to risk 
randomization to place-
bos to determine their 
changes of receiving a 
cure.

What book are you cur-
rently reading and why?

Just finishing Dreyer’s 
English.  I want to see how 
my cousin got his book on 
The New York Times Best 
Sellers List.

What advice would you 
give your younger self 
about to enter the “real 
world?”

It’s not just about what 
work you do, but who you 
work with and company 
culture are equally im-
portant.

How has DIA helped you?
DIA has been a phe-

nomenal way to meet in-
telligent, creative people 
who are driven to excel. I 
have met some wonderful 
people who inspire me to 
do more and try harder.  

Get Social! Win Prizes and Make Connections
Stay connected with your colleagues from around 

the world and all the innovation happening in San 
Diego by following #DIA2019 on your social media 
channels. Search DrugInfoAssn to follow DIA.
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SHARE MORE
THAN TECHNOLOGY
Since 1999, we believe that the success of your clinical 
programs depends not only on technology but also on the 
quality of the people you work with.

All around the world, our employees, experts and partners 
are all individuals dedicated to both your and our mission.

www.banookgroup.com

2019
20 years

ans

Visit us
at booth
#2104

Welcome to DIA 2019!
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INNOVATION IN MEDICAL 
EVIDENCE DEVELOPMENT  
AND SURVEILLANCE 
PROGRAM (IMEDS)

BOOTH 

625

Learn how IMEDS can help you leverage 
real-world data and new methodologies to

• accelerate and expand  
access to therapies

• characterize hard-to-reach  
populations

• fulfill regulatory obligations

reaganudall.org  |  202-849-2072

When did you realize 
you wanted to be 
involved in supporting 
the healthcare industry?

My focus had already 
been in the nonprofit 
realm, initially beginning 
with working in higher ed-
ucation. In my work, I’ve 
always appreciated the 
small impacts I can make 
on individuals for the bet-

ter. DIA was a place I fell 
into, but, transitioning 
from higher education, I 
quickly found my place. 
The leadership from Sudip 
Parikh, Managing Director 
of DIA Americas, is truly 
inspirational. His passion 
for bringing cures to pa-
tients faster through the 
work we do is such a moti-
vating force. In my time at 

DIA, I had a child that has 
significant health issues 
and needs. I’m now on the 
other side, being his pa-
tient advocate, and I see 
how my work at DIA to im-
pact the healthcare indus-
try has made the work I do 
for my son so important.

What do you find most 
challenging in your job?

The most challenging 
part of my job is mak-
ing sure we’re support-
ing all of our initiatives 
with a highly passion-
ate staff that could use 
more hands. As we have 
been working, we’ve been 
growing our scope, tack-
ling important areas that 
have needs, but doing it 
with the same staff team. 
I think we would be able 
to do more with more 
staff members to support 
new ideas and initiatives.

What advice would you 
give your younger self 
about to enter the “real 
world?”

I would tell my younger 
self to be open and soak 
everything in. If you see 
something that you don’t 
think is working, chal-
lenge and ask “why.” But 
when you do that, have a 
solution to make it better.

What have you become 
better at saying “no” to? 
What approaches or real-
izations helped you?

I have been better at 
pushing back and saying 
“no” to “exceptions.” I’ve 
grown more confident in 
the policies and proce-
dures I’ve developed for 

Jessica Culp, Senior Manager, Meeting Operations, DIA

Member Spotlight: DIA Staff

our organization, so in-
stead of just granting re-
quests for exceptions, I’ve 
been better at asking in-
dividuals (both within and 
outside our organization) 
to follow our established 
procedures so there is 
consistency and logic in 
everything we do.

Imagine a day without 
work, the internet, and 
any other obligations. 
What would you do? 

I would spend time with 
my family, making memo-
ries with my two children. 
Their favorite place lately 
has been the aquarium, so 
I would spend a family day 
with them there, going 
through the exhibits and 
watching them explore.

Jessica Culp, Senior Manager of Meeting Opera-
tions, has been with DIA since 2012. Jessica has 
managed the DIA Project Coordinator and Cus-
tomer Services teams, and also supported the 
Specialty Meeting Exhibition Program. Jessica 
oversees internal and contract staffing for the DIA 
Global Annual Meeting, as well as the overall ses-
sion management logistics, to ensure all needs are 
being met.

Free DIA WiFi
Complimentary WiFi 
service is available 
throughout the San Diego 
Convention Center. To 
utilize this service, simply 
connect to DIA Free WiFi 
and enter the password 
diaglobal. Once you 
accept the Terms and 
Conditions, you will be 
redirected to the DIA 
website.
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Mark A. Kryah, Senior Advisor and COO, Pharmaceutical 
Project Management, Immunology, Eli Lilly and Company

Member Spotlight: DIA Community Chairs

Mark Kryah, BS, PMP, has been leading projects ranging from early 
to late phase development for 20 years, with extensive internation-
al, cross-cultural, and partnership experience. He has led multiple 
global development programs, consistently demonstrated an abili-
ty to build strong cross-functional working relationships, effectively 
managed operational complexity, and has delivered strong business 
results. For the last nine years, he has been a COO/Senior Advisor 
in Lilly’s Bio-Medicines Business Unit, leading Phase 3 development 
and preparation for numerous registrations and launches across im-
munology, cardiovascular, and men’s health products.

Mark has been involved with DIA for more than 15 years, contribut-
ing as a presenter and session chair at many DIA Annual Meetings. 
He served on the Annual Meeting Program Committee from 2013 to 
2018, and is a member of the Project Management Core Committee, 
taking chair of the PM Community in 2018. He also serves on the DIA 
Community Leadership Council. Kryah obtained Project Management 
Professional (PMP) certification from the Project Management Insti-
tute (PMI) in April 1999 and currently maintains that designation.

When did you realize you 
wanted to manage projects 
ranging from early to late phase 
drug development?

After a number of cross-function-
al positions at Lilly, I had the oppor-
tunity to work on a late phase de-
velopment team, which was at that 
time executing multiple post-launch 
studies across several indications. It 
was in this role, as a project manag-
er—where the ability to see the big 
picture across the breadth of drug 
development, integration across 
many areas, influencing and lead-
ing teams to accomplish common 
goals, and where strong organiza-
tional, problem solving and com-
munication skills are essential—that 
I realized I wanted to pursue phar-
maceutical project management 
as a career.  Fortunately, these are 
skills that come rather naturally to 
me, and it is a thrill for me to ex-
ercise them every day in work that 
brings improved therapies to pa-
tients around the world. 

Where do you see your field 
going? What is your vision of the 
field in 2030?

It’s hard to walk down the 
street, communicate with a family 
member, friend or colleague, read 
something, anything, without be-
ing impacted or using some type 
of digital technology. It’s every-
where. The rate of evolution of 
the science in healthcare is also 
incredible, due in many ways to 
leveraging the technology I men-
tioned above. However, I believe 
in the potential for broader appli-
cation in our field, whether from 
operational perspectives, improv-
ing patient interactions, or from 
research innovations. Technology 
exists now that can reduce the 
time to bring new medicines to 
market, therefore reducing cost 
and time to bring new therapies 
to patients. I’d like to see our in-
dustry really accelerate the inte-
gration of science and technology 
in the next ten years.  

What advice would you give your 
younger self about to enter the 
“real world?”

Find those attributes, respon-
sibilities, or skills that come nat-
urally to you, and pursue a career 
path that exercises those strengths. 
Many people have high learning 
agility and the potential to learn 
a great many things, but I believe 
that when you enjoy most of what 
you are doing, and are good at it, 
then both you and your organiza-
tion benefit! (Traveling the world or 
watching TV don’t pay that well for 
most people.) Also, be positive, pa-
tient, and persistent in your pursuit 
of what you want. 

Who would you have over for a 
dinner party, and what would you 
talk to them about?

Martin Luther King, Jr. It would be 
incredible to hear about Dr. King’s 
journey, his passion, persistence, 
struggles, and visions in a life cut 
way too short.  

How has DIA helped you?
Over the years, DIA has been a 

source of education and learning 
about the healthcare industry, in 
particular drug development. It has 
helped me grow and appreciate 

Continued on page 17
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This year’s Student Poster Pro-
gram features students from vari-
ous academic institutions from all 
over the world who will showcase 
their latest research from 10:00am to 
6:00pm in our Exhibit Hall. Student 
Poster presenters will be judged for 
their poster and onsite presentation 
on Monday, and will be recognized 
at the Student Poster Award Cere-
mony on Tuesday June 25.

M-01: Efficacy and Safety of Tyro-
sine-Kinase Inhibitors as First-Line 
Treatment in Advanced NSCLC 
Patients: A Network Meta-Analysis

Ismaeel Yunusa: Graduate Stu-
dent, Massachusetts College of 
Pharmacy and Health Sciences

Oral Presentation 10:30am

M-02: Impact of Patient Support 
Programs on the Performance of 
Adverse Drug Event (ADE) Signal 
Detection

Inyoung Lee: PhD Candidate, 
University of Illinois at Chicago

Oral Presentation 10:40am

M-03: Systematic Evaluation of 
Randomized Controlled Trials on 
Nutraceuticals Containing Chinese 
Medicines for Diabetes Management

Junnan Shi: Student, University 
of Macau

Oral Presentation 12:40pm

M-04: A Review on Methodologi-
cal Quality of Traditional Chinese 
Medicine’s Clinical Trials’ Design in 
2016

Zhi Cui: Student, University of 
Macau

M-05: Data-driven Impact of 
Depression, Anxiety and Antide-
pressant Treatment on Clinical 
Outcomes for Type 2 Diabetes 
Mellitus

Elham Heidari: PhD Student, 
Health Outcomes Division, Univer-
sity of Texas

Oral Presentation 12:50pm

Monday’s Student Poster Session
M-06: Evaluation of the Effect of 
Aegle Marmelos in a Murine Model 
of Trinitrobenzene Sulfonic acid 
(TNBS) Induced Coliti

Abhishek Mane: Student, Seth 
GS Medical College & KEM Hospital

M-07: Evaluation of the Anti-Anx-
iety Effect of Minocycline on 
Resident Intruder Model of PTSD 
in Golden Syrian Hamsters

Panini Patankar: Junior Resident, 
Seth GS Medical College & KEM 
Hospital

Oral Presentation 1:00pm

M-08: Improvement of Intestinal 
Dysbiosis With Exogenous Prebi-
otic Metabolites Reduces Intesti-
nal Bowel Inflammation

Millicent Yeboah-Awudzi: Grad-
uate Assistant and PhD Student, 
Louisiana State University

Oral Presentation 1:10pm

M-09: Disseminating Regulatory 
Self-Study Tools: A Study of the 
Efficacy and Promulgation of USC’s 
Clinical Trial Quality Training

Advaita Chandramohan: Under-
graduate Research Associate, Uni-
versity of Southern California

M-10: Study on Reducing Errors in 
Data Input to a Case Report Form

Hikari Ishii: Student, Waseda Uni-
versity

Oral Presentation 1:20pm

M-11: Barriers and Facilitators to 
Using Current and Revised Austra-
lian Product Information: Percep-
tions of Healthcare Professionals

Hsiu-Chun Tony Yuan: PhD Can-
didate (Pharmacy), The University 
of Sydney

M-12: Pharmacogenomics in 
Drug Labeling and Guidelines: An 
International Perspective

Christina Salama: Pharmacy Stu-
dent, Saint John’s University

Oral Presentation 1:30pm

M-13: Orphan Drug Demand 
Analysis in China - Empirical 
Forecasting Study of National 
Market from 2019 to 2028

Jiaqi Xu: Student, University of 
Macau

M-14: Biopharmaceutical Inno-
vation: An Evaluation of Clinical 
Phase and Market Entry Period in 
Novel Drug Products

Ruoying Sheng: Student, Univer-
sity of Southern California

M-15: Global Supply Chain Issues 
Affecting Biopharmaceutical 
Manufacturers: An Analysis of FDA 
Warning Letters from 2013-2018

Sean Kerns: Graduate Research-
er, University of Southern California

Oral Presentation 1:40pm

M-16: Impact of Different Random-
ization Techniques on The Statisti-
cal Efficiency in Clinical Trials

Jackline Kemboi: Student, Afri-
can Institute For Mathematical Sci-
ence (AIMS)-Rwanda

Oral Presentation 1:50pm

M-17: Sample Size Planning in Bio-
equivalence Trials: A Systematic 
Review of Methodology

Junior Sinclair Awounvo: Stu-
dent, University of Bremen

Oral Presentation 2:00pm

M-18: Generic Medications: A 
Comparison on Drug Prices and 
a Cross Sectional Survey on 
Knowledge, Perception and Use

Cezar Manansala: Student, Cen-
tro Escolar University

Oral Presentation 5:10pm

M-19: An Evaluation of Comments 
to the CMS Proposed Drug 
Price Transparency in 
Direct-to-Consumer Television 
Advertising Rule

Achint Raince: Student, Ernest 
Mario School of Pharmacy

Oral Presentation 5:20pm
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agencies, academia, and industries, 
and to engage in scientific exchang-
es with them. Their annual meetings 
and statistics forums are exception-
al with relevant and timely topics, 
and speakers that are recognized 
thought-leaders. The Communities 
within DIA are dynamic and are led 
by volunteers who are passionate 
about developing new programs 
and activities for members, dissemi-
nating relevant information through 
webinars, and fostering partnership 
and collaboration. 

the importance of external focus, 
paying attention to how environ-
mental events need to shape our 
internal strategies and plans. Just 
as importantly, if not more, DIA has 
given me the opportunity to devel-
op a network of colleagues. Many 
of them have become friends with 
whom I can share experiences and 
learn from in the spirit of advanc-
ing the important work we do to 
develop new medicines for patients 
around the world who are waiting 
for improved care.  

What is the first book you 
remember reading? 

First book? Probably something 
by Dr. Seuss. But one of the first 
novels I remember reading, and fall-
ing in love with, is To Kill a Mocking-
bird by Harper Lee. I’m very excited 
to be able to see the adaptation of 
the novel on Broadway this sum-
mer! 

What advice would you give 
your younger self about to enter 
the “real world?”

First, work hard and do your best 
no matter what the task. Your work 
ethic reflects on who you are; I tend 
to hire for attitude and train for 
skills. Second, be open to opportu-
nities. It may not be “the job” you 
want now, but it could be the step-
ping stone towards a future oppor-
tunity! And last, but perhaps most 
important, find your passion. 

Quaintance-Lunn
Continued from page 7

How has DIA helped you?
DIA offers so many opportuni-

ties, and I believe I have taken, and 
continue to take, advantage of all 
of them. There are the educational 
offerings, where you can increase 
your knowledge. DIA events offer 
the chance to network with other 
professionals and build relation-

ships… I have met many people 
through DIA that I now consider 
not only professional allies, but also 
close friends. Finally, DIA has given 
me various experiences that have 
helped me grow as a professional. I 
am grateful for all the opportunities 
I have had over the years, and I am 
proud to be associated with DIA! 

Kryah
Continued from page 15

Buenconsejo
Continued from page 4
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When did you realize you wanted 
to work in clinical safety and 
pharmacovigilance?

I realized early on in my educa-
tional pursuits that I had a passion 
for helping the public in the health 
sciences. I took my first Clinical Re-
search Coordinator job in a small 
psychiatric practice while I pre-
pared to pursue a graduate pro-
gram in the field. It was then that 
I realized how much effort went 
into the research and safety of the 
patients, who sought new and nov-
el therapies through clinical trials, 
that I shifted my focus to clinical 
research. My interest in working to 
improve how the safety data was 
collected, monitored, captured, and 
reported grew from there!

In your opinion, what is the 
greatest challenge in your field?

The greatest challenge in safety 
and pharmacovigilance is generat-
ing cross-functional engagement, 
understanding, and alignment with 
the long-term goals and require-
ments for ensuring a compliant and 
effective PV system that will allow 
potential and developed products 
to reach and remain safely on the 
market. Short answer: getting buy-
in and funding to support long-
term needs. In some cases, we (i.e., 
PV) are an afterthought!

What in your opinion is the 
biggest gap between research 
and practice in your field?

The patients and researchers 
involved throughout the develop-
ment stage are trained to report 
safety information in a way the gen-
eral public is not. When I train new 
teams or inquire with seasoned col-
leagues “how many times have you 
reported an adverse reaction,” I fre-
quently find that people have expe-
rienced a product-related event but 
have not reported it. I believe we 
need to train our healthcare profes-
sionals and end-users (patients and 
their families) on their role in the 
continuous monitoring of the safe-
ty of each product.

What book are you currently 
reading and why?

I am currently reading Chicken 
Soup for the Soul. Being in a high 
pressure field with 24/7 demands 
and often high tension, it’s nice to 
read a good uplifting and heartfelt 
story to remind me that we are all 
human, all going through “some-
thing,” and that how we treat oth-
ers will be our ending legacy. 

What advice would you give your 
younger self about to enter the 
“real world?”

Save your money! Just kidding 
(sort of!)… I would tell myself to slow 
down. I’m a very passionate person 

and have been in the work force 
since a very young age. This, cou-
pled with my enthusiasm to learn, 
caused me to speed through career 
stages without taking a breath. I 
would tell myself that work will al-
ways be there, but family, friends, 
and personal health are the most 
precious! 

What have you become better at 
saying “no” to? What approaches 
or realizations helped you?

I have become better at realiz-
ing my strengths and weakness-
es, therefore am able to “say no” 
to projects in areas where I know 
there is a better suited individual to 
perform the activity than me. 

Imagine a day without work, the 
internet, and any other obliga-
tions. What would you do?

Take my family camping, and I 
mean in a tent, not in a camper with 
a shower! 

How has DIA helped you?
DIA was a resource for me when 

my access to global resources 

Catherine Baldridge, Principal Consultant and Owner, 
Essential Pharmacovigilance, LLC

Member Spotlight: DIA Community Chairs

Catherine Baldridge is a Safety and Pharmacovigilance Consultant 
with more than 15 years in the industry. She is an active DIA member, 
former Chair of the DIA CSP Community, and currently serves as a 
member of the DIA Community Leadership Counsel. Catherine re-
ceived her undergraduate degree in Psychology at Hollins University, 
and her Masters of Science degree in Clinical Research and Health 
Evaluation from the University of Virginia. Catherine resides just out-
side Richmond, Virginia, and when not focusing on GvP/GxP activ-
ities, loves spending time with her friends and family at the beach.

Continued on page 22



 Monday, June 24, 2019 • 19#DIA2019

Chris Slawecki, Senior Digital Copyeditor, DIA

Member Spotlight: DIA Staff

Chris M. Slawecki has worked for DIA since 2002, with Global Forum 
and our Driving Insights to Action podcast channel among his chief 
responsibilities. Chris has contributed as a writer and editor across 
many different business settings, including proposals and subse-
quent contractual documentation for a government defense/aero-
space contractor and for a mobile eBusiness consulting firm. Other, 
more creative writing experiences include serving for more than two 
decades as Senior Editor for the award-winning AllAboutJazz.com 
music website; as primary contributor to the Stax Records fiftieth 
anniversary celebratory blog; and as editor of the book Puppy Mill 
Dogs SPEAK!  

When did you realize you 
wanted to be a writer and editor, 
especially in healthcare?

In my sophomore year of col-
lege. I had tried several different 
majors (honors, psychiatry, pre-
law) but realized that regardless of 
my major, I always did best in En-
glish and enjoyed those classes the 
most. I must be an English major! 
I didn’t realize I wanted to write 
about healthcare until I came to 
DIA and covered our first Rare Dis-
ease meeting. After that, I didn’t 
just have a job at DIA. I had found 
my vocation.

What do you find most 
challenging in your job?

First, I am a wordsmith work-
ing in a scientific world. It’s get-
ting harder to adequately explain, 
describe, or express emerging 
science (such gene editing, for 
example) in plain language that 
an interested reader can under-
stand but which still does justice 
to their complications. The other 
is that science and technology 
keep changing so quickly, but dig-
ital and social media can go only 
so fast. It’s getting harder to keep 
up with the pace of change; by 
the time we get information out, 
there’s often more and better in-
formation already out there.

What advice would you give your 
younger self about to enter the 
“real world?”

There are many different ways to 
define or measure “success.” Mon-
ey is an important one, but it’s still 
only one of them. Working hard 
at something you enjoy while try-
ing to help others along the way 
brings its own quiet reward when 
you go to bed each night. And ap-
preciate and hold onto those mo-
ments of beauty, small and large, in 
your life; they won’t come around 
often enough or stay around long 
enough, so appreciate them when 
you’ve got them.

What have you become better at 
saying “no” to? What approaches 
or realizations helped you?

I just interviewed a clarinet play-
er for a jazz magazine, and the 
interview began when we were 
swapping emails and he wrote, “It’s 
increasingly evident that we only 
get so much time” so he wanted 

to tell his story. That stopped me 
in my tracks. I don’t live and die by 
Facebook and network news like I 
used to. I have a hard enough time 
keeping up with my own life these 
days, and so the fewer distractions, 
the better for me. Trying to keep up 
– with the news, or with the Jone-
ses – is a quick ticket to miserable 
for me.

Imagine a day without work, 
the internet, and any other 
obligations. What would you do?

Romp and walk with our Golden 
Retriever. A substantial nap on the 
sofa (both of us). Some nice Miles 
Davis, acoustic or electric depend-
ing on my mood, on the CD player 
in the kitchen while I make some 
BBQ or a big pot of chili. Wander 
in and out of the kitchen all day 
as friends and family arrive for a 
lovely dinner out in our backyard. 
And then off to some sort of out-
door concert in the park for the 
evening. 

Baggage Check
There is an area in the Exhibit Hall C Lobby (near Starbucks) where you 
can check your belongings Monday-Thursday. The San Diego Conven-
tion Center’s cost of checking a bag is $5 per item. Baggage Check will  
be available on the following days and times:
Monday: 7:00am–6:30pm  Wednesday: 7:00am–7:00pm

Tuesday: 7:00am–6:00pm  Thursday: 8:00am–12:30pm
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Scientia Clinical Research (SCR) is a 
not for profit and the only purpose-built 
clinical trial centre in New South Wales, 
Australia with extensive clinical trial ex-
pertise and state of the art facilities to 
perform early stage clinical trials from 
both first-in-human and first-in-patient 
studies through to proof of concept 
studies in healthy volunteers and pa-
tients across a wide range of therapeu-
tic disciplines including oncology and 
haematology.

SCR is co-located within Prince of 
Wales Hospital, a tertiary teaching 
hospital, offering a full range of clini-
cal specialities. Our facilities feature 
30 inpatient beds with central cardi-
ac monitoring and telemetry, 19 pri-
vate consulting and outpatient rooms, 

Exhibitor News
Exhibitor News features press releases submitted by exhibitors at the  DIA Global Annual Meeting that advertise in the publication.

an on-site pharmacy with a Grade C 
(EU GMP classification) manufactur-
ing room, an on-site laboratory and a 
stunning view over one of our iconic 
beaches.

Our experienced & well-trained clini-
cal workforce is globally recognised for 
high quality and timely data accepted 
by international regulatory bodies (e.g. 
FDA/EMA/PMDA/CFDA).

Australia has a fast regulatory ap-
proval scheme with no IND or equiv-

alent required. This allows global 
customers to accelerate their develop-
ment plans through subsequent reg-
ulatory filing in international markets 
including US and China. Furthermore, 
Australian regulations do not require 
Phase 1 investigational product to be 
manufactured in a cGMP facility.

The majority of our sponsors are 
multinational pharmaceutical and bio-
technology companies from the US, 
China, Europe and South East Asia. 

SCR has also access to a big popula-
tion of Japanese, Chinese and Korean 
volunteers meeting the relevant crite-
ria for ethno pharmacology studies.

Please visit us at our booth #807 to 
learn more about the services and oth-
er benefits working with us.

Your phase I facility in Sydney Australia and 
the perfect place for your clinical study needs.

what’s currently important. More 
often than not, we get distracted by 
the next new thing and start work-
ing on that, resulting in delays in 
our current work. And it’s not just 
science, it happens even when we 
have emails open while working on 

something else. So, I have learnt to 
say no to these distractions before 
delivering on current projects, be it 
science or emails. 

How has DIA helped you?
DIA is a fantastic global platform 

to share knowledge and exchange 
ideas. Through this platform I have 
been able to access an unbelievable 

amount of high quality knowledge 
and information, and I’ve been for-
tunate to get to know an incredibly 
large number of highly talented col-
leagues and friends dedicated to 
address the patients’ unmet medical 
needs; among them a huge circle of 
lovely volunteers around the world, 
serving the community in the inter-
est of industry and patients.

Wang
Continued from page 3

SAVE THE DATE

DIAglobal.org/DIA2020

19001-show-daily-7.25x4.5.indd   1 6/14/19   1:16 PM

Get Social! 
Stay connected with your col-

leagues from around the world 
and all the innovation happen-
ing in San Diego by following 
#DIA2019. Connect by:

• Uploading pictures to 
 Instagram
• Live-Tweeting sessions 
 and your experiences 
 throughout the meeting
• Following new connections  

 on LinkedIn
• Sharing what you’ve learned  

 on Facebook
Search DrugInfoAssn to follow 

DIA.
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WCG SiteReady™ helps institutions 
and independent sites optimize their 
participation in clinical research

WIRB-Copernicus Group® (WCG™) 
introduces WCG SiteReady™, a first-
of-its-kind solution aimed at increasing 
the efficiency and profitability of clin-
ical research for institutions and inde-
pendent research sites. WCG’s newest 
offering helps researchers to optimize 
their performance, gain a competitive 
edge, and attract more opportunities 
for externally-funded clinical trials.

The trusted partner of 2,800 institu-
tions, 195 academic medical centers and 
140,000 global investigators, WCG de-
velops solutions that give all members of 
the research ecosystem greater visibility 
into and control over their research. Com-

WCG Introduces a Transformational Solution for Clinical Research Sites
bining proven processes and techniques 
with robust technologies already suc-
cessfully deployed in the market, WCG 
SiteReady™ is a comprehensive, end-to-
end solution that makes research more 
efficient, easier to manage, and more 
profitable for institutions and indepen-
dent sites. WCG SiteReady™ reduces the 
administrative burden of regulatory com-
pliance, streamlines contract and budget 
negotiation, accelerates study start-up, 
and increases patient enrollment in clin-
ical trials.

“Opportunities for growth in clini-
cal research are significant,” said Jon-
athan Zung, PhD, WCG Executive Vice 
President. “Over the past two years, 
we helped the five largest institutions 
in our network to grow at annual rates 
exceeding 20%.  Our clients achieved 

this growth by implementing efficien-
cy measures while working to increase 
top-line revenue through new study ac-
quisition. We have named this unique 
solution WCG SiteReady™.”

Although the comprehensive offer-
ing is new, members of WCG’s insti-
tutional and investigator site network 
have been using elements of the solu-
tion for several years and have achieved 
dramatic results, including: 20% reduc-
tion in operational cycle-times, 15% 
decrease in study costs, 30% improve-
ment in ranking against peers, 40% 
reduction in clinical trial negotiating 
timelines, and 33% faster than average 
enrollment.

To learn more about WCG Sit-
eReady™, please visit us in the Exhibit 
Hall at booth #1005.

CRAs carry the world on their shoul-
ders. Essentially, they’re the COO of 
study sites—ensuring everything runs 
smoothly, particularly as it applies to 
site monitoring visits and the recon-
ciliation process. They must guarantee 
all documentation and data is current, 
compliant, and following protocols.

CRAs in the field have consistently 
reported two primary obstacles:

1. The effort to centralize the current 
state of the TMF and determine what to 
pursue during site monitoring visits

2. The documentation of on-site ac-
tivity for TMF and CTMS records

These pains compound with com-
plicated logistics (multiple site visits in 
single trips), manual and cumbersome 

Trial Interactive: Simplifying Site Monitoring Visits
planning processes, and time digging 
through site binders. E-clinical mobile 
technology offers relief:

• Site Monitoring Visit Prep – A CRA 
can easily assess the current state of 
the TMF at each site with a clear history 
of previous visits and simple views of 
activity between visits. Document sta-
tuses and tags make for easy sorting. 

• Getting Documents into the TMF 
– Capture certified document images 
and import directly into the eTMF with 
a single click. No more chasing down 
scanners and copiers or lugging around 
portable scanners. 

• Getting Documents to the Site – 
When a site is missing documents, CRAs 
can easily access and print the required 
documentation to add to the binder. 

• Document Comparison and Veri-
fication – Cross-referencing and verifi-
cation on spreadsheets is cumbersome. 
This task can be done in the palm of the 
CRA’s hand, captured as part of the au-
dit history, and reportable for the CTMS 
and future visits.

• CRA Activity – Captured auto-
matically! No manual documentation, 
because CRA duties are logged by 
the system as performed. Plans write 
themselves, history is there for quick 
comparison, and current actions are 
added to the story for a real-time in-
spection-ready TMF.

Stop by Booth 1838 to experience 
mobile reconciliation. To learn more, 
contact us at info@trialinteractive.com.

Choose from any of Axiom Fusion 
eClinical Suite’s 15 Modules

Headquartered in Toronto, Cana-
da, Axiom delivers intuitive, powerful 
and cost-effective eClinical solutions 
and services focused around small to 
medium biotech, medical device and 
CROs.  Services include: Data Man-
agement, Data Analytics, Biostatis-
tics and Pharmacovigilance.  

15 Modules. 18 Years

Axiom’s eClinical suite, Fusion, de-
livers a powerful range of innovative 
end-user focused, unified functional-
ity and 15 modules.  Axiom serves as 

the Connected Hub for your entire 
clinical study data and operational 
needs.  Fusion Delivers: EDC, DM, 
IWRS, CTMS, Inventory Management, 
IVR, Patient Portal, AE/SAE Tracking, 
Safety Database, Central Lab, Imag-
ing, eTMF, and 24/7 Project and Clin-
ical Data Reporting.

For more information, please visit 
http://www.axiommetrics.com/. 
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1:45pm

Cognizant – Theater 1 
Shared Investigator Platform: Inno-
vating Clinical Trials Feasibility and 
Study Start Up

SAS – Theater 2 
Smarter Clinical Trial Enrollment 
with Real World Data and Simulation 
Analytics

4:45pm

Appian  – Theater 1 
Accelerating the Regulatory Infor-
mation Management Journey with 
Intelligent Automation

Deloitte Consulting – Theater 2 
Reimagining Patient Safety

5:30pm

Statistics & Data Corporation – 
Theater 1
Artificial Intelligence and Machine 
Learning: Innovations in Clinical 
Trial Data Automation

Syneos Health – Theater 2
Dialing In the Optimal FSP
Solution

10:15am 
Advanced Clinical – Theater 1
Raising the Bar on Clinical Over-
sight to Reduce Risk and Ensure 
Inspection Readiness

ArisGlobal – Theater 2 
Can Blockchain Technology 
Change Life Sciences?

12:15pm

IQVIA – Theater 1
When Context is Hard to Come By 
– The Emerging Value of External 
Comparators

Parexel – Theater 2
Transforming the Drug Development 
Journey Through the Patient’s Eyes

1:00pm

Veeva Systems – Theater 1 
Annual Industry Report: Trends, 
Insights, and Strategies to Improve 
Study Execution

WIRB-Copernicus Group – Theater 2 
Getting the Most Out of Your Site 
Selection Strategy

Picture this: one of your clinical trial 
participants is vacationing near Denali 
National Park in Alaska. As they pre-
pare in their hotel room for an adven-
ture-filled day, there’s a knock at the 
door. It’s a PCM TRIALS nurse, ready to 
administer IP and collect labs for a rare 
disease oncology study. The nurse is a 
PCM TRIALS Certified Mobile Research 
Nurse (CMRN). The injection is done, 
labs are collected and the participant 
remained compliant. 

At PCM TRIALS, we understand the 
struggles clients face when recruiting 
and retaining participants for clinical 
trials. Dropouts mean inefficiency, in-
creased costs, delayed timelines and 
compliance issues that can jeopardize 
your trial. 

The convenience of mobile nursing 

Conduct Clinical Trials in Participants’ Living Rooms, 
Offices, U.S. National Parks, Etc.

and direct-to-patient trials naturally at-
tracts more participants, expands your 
trial’s geographic reach and recruits 
more qualified participants. Whether 
it’s at home, work, school, rehab centers 
or across the country, sponsors, CROs 
and site investigators can be confident 
that direct-to-patient visits are carried 
out with the same quality and care as 
on-site visits. 

Because we employ our own CM-
RNs instead of subcontracting them, 
you gain more control and less risk 
during visits. Every PCM TRIALS nurse 

is trained, tested and certified as a 
CMRN in the principles of clinical trial 
research, GCP, IATA and trial-specific 
protocols. They understand the com-
plex and unique requirements of mo-
bile clinical research, and they adhere 
to our Standard Operating Procedures.

Our mobile nursing services are 
available globally. Since 2008, we’ve 
worked on 218+ protocols for 110+ 
sponsors and completed 22,600+ di-
rect-to-patient visits. From the Alaskan 
wilderness to backstage at Broadway 
to a cross-country bicycle tour and be-
yond, PCM TRIALS is moving the nee-
dle on clinical research.

See for yourself today at Booth #1113 
or contact us at info@pcmtrials.com, 
call +1.303.253.7470 or visit pcmtrials.
com.

Exhibitor News
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Monday’s Innovative Theater Schedule
shrank due to a change in compa-
nies! I moved from a large global 
CRO to a small local organization 
and needed to have that global net-
work of like-minded individuals for 
support and education in the safety 
and PV space. DIA reached out to 
me to help jump-start the CSP Com-
munity, and through that I’ve devel-
oped lasting friendships, expanded 
my professional network, and con-
tinue to improve on my education 
and understanding not only of the 
PV space, but of all of the other dis-
ciplines DIA supports. Being able to 
query someone in regulatory, qual-
ity, project management, or data 
management (any of them really), 
has been immensely helpful in my 
overall understanding of the com-
plex network in drug/product de-
velopment. DIA has helped me fos-
ter my passion for this industry, and 
I’m forever grateful for the friends 
and connections I’ve made through 
them. Thank you!

Baldridge
Continued from page 18
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Program built on FDA’s Sentinel net-
work looks to move real-world data re-
search to the next level

The Innovation in Medical Evidence 
Development and Surveillance (IMEDS) 
program at the Reagan-Udall Founda-
tion for the FDA announces plans to in-
crease focus on cross-cutting methods 
research, building on its position as the 
industry go-to for real-world post-mar-
ket safety studies. IMEDS, a transfor-
mational public-private partnership, 
mobilizes data providers, drug manu-
facturers, researchers, and the FDA to 
accelerate research and answer critical 
patient safety and public health ques-
tions. 

“Working with our industry partners 
has made it clear that more research 
is needed to improve the quality and 
breadth of real-world data for regu-
latory studies,” says Dr. Carla Rodri-
guez-Watson, IMEDS’ scientific direc-
tor. “For example, there is a need to 

gress, the Reagan-Udall Foundation for 
the FDA is an independent 501(c)3 not-
for-profit organization charged with 
advancing regulatory science to help 
the FDA accomplish its mission. The 
Foundation works to improve America’s 
public health through public-private 
partnerships that facilitate innovation, 
foster the use of real-world evidence 
and identify modern tools and policies 
to keep pace with today’s rapidly evolv-
ing science. 

Learn more about the Foundation 
and its work at www.reaganudall.org.

IMEDS Exploring Cross-Cutting Methods Research in Safety Studies
map and validate algorithms based on 
administrative codes for specific clini-
cal endpoints – and to improve the ac-
curacy of those algorithms.”

Other potential focus areas for 
IMEDS will include better leveraging 
machine learning, AI and natural lan-
guage processing to identify clinical 
endpoints, integrate patient reported 
outcomes, obtain insights from un-
structured data, and develop new clus-
ter detection methods to provide early 
detection of potential adverse events 
or new indications. 

In engaging in this research, “IMEDS 
makes good on FDA’s commitment to 
Congress and to the public to make 
tools and resources available to answer 
real-world safety questions affecting 
broad patient populations,” says Jac-
queline Corrigan-Curay, MD, JD, Direc-
tor of the Office of Medical Policy, Cen-
ter for Drug Evaluation and Research, 
FDA.

Created by a nonpartisan act of Con-

In the big data era, extended-wear 
Holter monitors are greatly enhancing 
the cardiac safety assessments in clin-
ical trials. So, it is important to notice 
that not all extended-wear Holters (car-
diac patch monitors) are the same. eP-
atch®, from BioTel Research, provides 
unique features that maximize patient 
compliance, setting it apart from all 
other cardiac patch devices.  

Patient compliance for any skin-ad-
hered medical device typically falters 
when perspiration causes the adhesive 
to fail, or when the patient removes the 
device because of skin irritation. For 
most cardiac devices, those situations 
terminate the recording.

ePatch is different. Its recording sen-
sor is easily decoupled from its adhe-
sive backing. If the backing has lost ad-
hesion it is easily replaced with a fresh, 
adherent backing. And, if the study 

ePatch Revolutionizes Continuous ECG 
Data Collection in Clinical Trials

participant is experiencing skin irrita-
tion, unlike all other cardiac patches, 
the ePatch is easily converted to a small 

electrode format, allowing the irritated 
skin to breathe. In both cases, the re-
cording session continues, successfully 
completing the study’s data set.

BioTel Research is a highly experi-
enced and dedicated global core lab 
that has completed thousands of clin-
ical trials and provisioned tens of thou-
sands of investigative sites worldwide. 
As part of the world’s leading remote 
monitoring company, BioTelemetry, Inc. 
(Nasdaq: BEAT), BioTel Research com-
bines cardiac safety testing and med-
ical imaging for the advancement of 
biopharmaceutical development.

For more information about using 
ePatch in your next cardiac safety study, 
please visit gobio.com/epatch-studies, 
or contact us at +1.301.214.7628 or BTR-
business@gobio.com. The can-do staff 
at BioTel Research will be happy to as-
sist you.
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PRODUCT & SERVICES SHOWCASE
PAID ADVERTISEMENTS

Altasciences
Booth #2039

Altasciences is a forward-
thinking, mid-size CRO offering 
a proven, flexible approach to 
preclinical and early phase 
clinical studies, from lead 
candidate selection to proof of 
concept. Altasciences’ full-service 
solutions include preclinical safety testing, clinical pharmacology 
and proof of concept, bioanalysis, program management, medical 
writing, biostatistics, and data management.

AMPLEXOR Life Sciences
Booth #2431

RIMExpert
RIMExpert is an integral part of 
AMPLEXOR Life Sciences Suite – the 
only regulated content management and 
compliance solution for the Life Sciences 
industry to support the entire product life 
cycle, from product nomination and 
development to submission and 
post-approval maintenance.  

BizInt Smart Charts
Booth #937

Boost your competitive intelligence and 
business development strategy! Used by
 the top pharma companies for over 
20 years, BizInt Smart Charts software 
helps you create targeted reports and 
visualizations from the leading drug 
pipeline and clinical trial databases –
including Citeline Trialtrove, 
ClinicalTrials.gov, and EU Clinical 
Trials Register.

Protocol First / Clinical Pipe 
Booth #2736

Clinical Pipe is an EHR-to-EDC connector, 
used as a productivity tool for clinical 
research. Instead of manual transcription from 
EHR-to-EDC, 30-70% of the data flows 
directly from EHR into the EDC database 
(e.g., Rave, InForm). This process eliminates 
transcription errors and SDV, and vastly 
reduces on-site monitoring visits. Connecting Healthcare 

to Clinical Research

EHR-to-EDC. 
Click. Transfer.

EHR EDC
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With recent advances in technology, 
computer science and informatics, new 
techniques in medicine became avail-
able, and existing tools and measure-
ments were drastically enhanced.

Specifically, in the field of cardiac 
safety, we saw a change in technology 
and standard practice. The historical 10 
seconds 12-lead ECG has served as the 
standard for the assessment of drug in-
duced ECG effects, but it showed im-
portant limitations.

With the introduction of new tech-
nologies (biosensors, connected devic-
es, implantable devices…), tools allow 
one to look at longer periods of mon-
itoring and allow collecting more data 
that need to be processed. This will 
lead to analyzing the ECG recordings as 
a whole (time changes, beat morphol-

Cardiac Safety: The Promise of Artificial Intelligence (AI)

ogies changes, extraction of abnormal 
pattern) rather than just assessing a 
single isolated beat.

Technological enhancements allowed 
the refinement of tools to the newer ECG 
monitoring tools, of which we are already 
in the third-generation. Though artificial 
intelligence and deep learning are already 
established in other medical areas like ra-
diology, they entered the field of clinical 
medicine only recently and carefully. This 
new technology will augment human in-

telligence to improve decision-making, re-
sulting in optimal operational processes. 

The alliance of technologies and sci-
ence will for sure reshape the drug devel-
opment process, and the use of contin-
uous reading algorithms presents many 
benefits: improvement of cardiac bio-
markers determination, reduction of vari-
ability…  and will allow a reduction of the 
number of patients to be enrolled and, as 
a result, reduction of the cost of the re-
search.

Banook Group is actively engage in the 
innovation pathway by working togeth-
er with scientists and clinical researchers 
on new tools for classification, clustering 
and analysis of ECG data, with the goal of 
classifying with more accuracy continu-
ous ECG recording. Stop at booth 2104 to 
share expertise with our team.
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