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Visit Axiom for coffee at #2531.
Reach us at www.axiommetrics.com
or solutions@axiom.cc.

axim

real-time metrics

Sunday

9:00am-12:30pPMm
Half Day Morning
Preconference Short Courses*

9:00AM-5:00PM
Full Day Preconference Short
Courses*

1:30-5:00PMm
Half Day Afternoon
Preconference Short Courses*

2:30-5:00Pm
Professional Development
Sessions

Dr. Joanne
Waldstreicher

Professor Gui-

*Space is limited for Preconference
Short Courses. Onsite Registration
is available, but not guaranteed.

Up Close and
Personal
Get to know your fellow

DIA members with
Member Spotlights in

each Show Daily. Today’s
issue features:

e Jonathan Andrus

» Stella Blackburn

* Linda Bowen

* Gerald Dal Pan

* Munish Mehra

do Rasi began his
second term as Ex-

ecutive Director
of the European
Medicines Agency

(EMA) on Novem-
ber 16, 2015. From
November 2014
to mid-November
2015, Professor Rasi
served as EMA’s
Principal Adviser in
Charge of Strategy.

From November
2011 to November

2014 he was the Executive Director of
EMA and a member of its Management
Board in the three years prior.

f

has oversight
across John-
son & Johnson
pharmaceuti-
cals, devices,
and consumer
products for

Joanne Waldstreicher, MD

Professor Guido safety, epide- Chief Medical Officer
Rasi, MD miology, clin- Johnson & Johnson
Executive Director, ical and reg-

European Medicines ulatory operations transformation,

Agency
European Union

collaborations on ethical science, and
technology and R&D policies, including
those related to clinical trial transpar-
ency and compassionate access.



wcg': Together, we pioneer.

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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Advancing Discovery Science for Publlc Health Impact

Monday, June 24
8:00-10:00aM
Ballroom 20

Through the keynote speech, Ad-
vancing Discovery Science for Public
Health Impact, Gary H. Gibbons, MD,
Director of the National Heart, Lung,
and Blood Institute (NHLBI) at the
National Institutes of Health (NIH),
will address the value of implemen-
tation science that turns discovery
science into improved population
health, as well as the innovation of
evidence-based initiatives in the
treatment of chronic disease, to bal-
ance the scales of health equity in all
populations.

Dr. Gibbons oversees the third
largest institute at the NIH, with an
annual budget of approximately $3
billion and a staff of nearly 2,100
federal employees, contractors, and
volunteers. NHLBI provides global
leadership for research, training, and

education programs to
promote the preven-
tion and treatment of
heart, lung, and blood
diseases and enhance
the health of all indi-
viduals so that they
can live longer and
more fulfilling lives.
Since being named
Director of the NHLBI,
Dr. Gibbons has en-
hanced the NHLBI in-
vestment in fundamen-
tal discovery science,
steadily increasing the
payline and number
of awards for established and early
stage investigators. His commitment
to nurturing the next generation of
scientists is manifest in expanded
funding for career development and
loan repayment awards as well as ini-
tiatives to facilitate the transition to
independent research awards.

Gary H. Gibbons, MD

The National Heart,
Lung, and Blood Institute
(NHLBI) provides global
leadership for research,
training, and education
programs to promote the
prevention and treatment
of heart, lung, blood, and
sleep disorders and en-
hance the health of all
individuals. For decades,
the NHLBI has been turn-
ing discovery into health
and contributing to dra-
matic improvements in
longevity and quality of
life for citizens of the Unit-
ed States and abroad. Despite sub-
stantial reductions in morbidity and
mortality from decades of improve-
ments in prevention and treatment,
chronic heart and lung diseases re-
main amongst the leading causes of
death and significant challenges in
disease burden and outcomes persist.

CDER Small Business and
Industry Assistance (SBIA)

We offer free conferences, webinars,

newsletters, podcasts, and online courses.

Visit www.fda.gov/ICDERSBIA

FOA

Can’t find what you need on FDA.gov?

Call (866) 405-5367 or e-mail us at
CDERSBIA@fda.hhs.gov
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Jonathan Andrus, Chief Business Officer, Clinical Ink

As Chief Business Officer, Jonathan Andrus, MS, leads Clinical Ink’s
solution management and compliance teams to help sponsors and
CROs better leverage eSource, eCOA and ePRO data. With more
than twenty years of experience, Andrus brings extensive expertise
developing eClinical services that integrate data and technology to
help life science companies optimize study execution. At Clinical Ink,
he is responsible for P&L across Clinical Ink’s products and services,
and he is also focused on building relationships and forging strategic
partnerships with sponsors, CROs, regulatory bodies, and clinical re-
search professionals.

Andrus joined Clinical Ink from BioClinica where he led the eClinical
Solutions Group to develop their current service offerings, including
data management, quality management, implementation services and
IWRS. Prior to BioClinica, Andrus worked in pharmaceutical consulting
and with CROs focused on quality, data management, and validation.
An active thought leader, blogger, and presenter, Andrus served as
chair of the Society for Clinical Data Management (SCDM) in 2008
and 2013 and currently serves as the society’s Treasurer. He is also an
active member of DIA (North American Advisory Council and Annual
Conference Data/Data Standards Track Chair) and ASQ. He earned
his bachelor’s and master’s degrees from Temple University’s College
of Liberal Arts and Graduate School of Pharmacy and is a Certified
Quality Auditor (CQA) and Certified Clinical Data Manager (CCDM®).

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

| believe that the greatest chal-
lenge in our field today is the use
of technologies both at home and
in the research site office that gen-
erate a great deal of data. Because
of this, the profession of data man-
agement must transform. This role
requires traditional data manage-
ment practices, but it must also be
coupled with practices that ensure
data integrity and quality. Because
these new types of data are volu-
minous and, at times, not collected
in a well-defined format and struc-
ture, it requires data managers to
be focused on the sources of data,
the method of data transfer, and the
technical and procedural controls
in place with each of the sources
to determine additional measures
that may need to be taken to ensure

compliance to needed protocol and
regulatory requirements.

What do you like most
and least about your job?

| love the people that | work with
on a day-to-day basis, and | thor-
oughly enjoy strategizing and work-
ing with them on new products and
service offerings. The thing that
| like the least about my job is my
commute! Our office in Pennsylva-
nia is in the Philadelphia, PA sub-
urbs, and | live in Lancaster Coun-
ty, Pennsylvania... | am 85 miles one
way from my office. Lots of calls to
colleagues, customers, and family
occupy my time.

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

| am fortunate enough to be

the father of four children rang-
ing in age from 15 to 22, and this
has allowed me to give advice to
a “version” of my younger self. My
advice to my kids has been about
the importance of making connec-
tions and being kind and friendly to
everyone you have the opportuni-
ty to meet in life. Education is im-
portant, but connections and work
ethic are much more important in
the scheme of success in business.
| have had the privilege of having
hired numerous people over the
years, and the trait that | have found
to be most important in the success
of individuals has been their drive
and thirst to expand their skillsets
and their motivation to volunteer
for projects and jobs that have led
to their rapid rise within an organi-
zation. The way that you treat oth-
ers, putting others before yourself,
and your willingness to be a ser-
vant-oriented leader are among the
most important pieces of advice
that | would give to my younger
self and to others entering the “real
world.”

Continued on page 11
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Linda Bowen, Head of Regulatory Policy and Intelligence, Seattle
Genetics; Assistant Professor, RAQA Program, Temple University

Linda Bowen, MS, RAC (US, EU, CAN), FRAPS, has more than 35 years
of experience in the BioPharma Industry, of which 25 years were spent
in regulatory affairs. She is Head of Regulatory Policy and Intelligence at
Seattle Genetics and is an Assistant Professor in the Temple University
RAQA Program. She was previously Head of US Regulatory Policy & In-
telligence at Sanofi and has held regulatory positions at Bayer and GSK.

Bowen is Chair of the DIA Regulatory Affairs Community and founder of
the DIA Regulatory Intelligence Working Group. She was previously hon-
ored with the DIA’s 2012 Excellence in Volunteer Leadership Award. She
is a past two-term member of the RAPS Board of Directors, Chair of the
NJ/NY RAPS Chapter, and a RAPS Fellow. Bowen is Program Chair for
the 2019 RAPS Annual Convergence.

When did you realize you surance. | ate lunch with the regu-

wanted to work as a regulatory latory group and they attempted so what they did was...everything! |

professional? to explain what they did, and back decided to attend evening classes
| became interested in regulatory then (in 1992) most regulatory af-

affairs while working in Quality As- fairs professionals were generalists, Continued on page 14

Visit us
at booth
#2104

BANOOK
GROUP

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. CARDIAC CENTRAL ENDPOINT
www.banookgroup.com SAFETY IMAGING ADJUDICATION
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Stella Blackburn, Global Head of Early Access & Risk
Management, Real World Insights, IQVIA

Stella Blackburn, MB BS, MA, MSc, is the Global Head of Early Access &
Risk Management, Real World Insights, at IQVIA. Stella qualified in med-
icine from Cambridge University and Guy’s Hospital and has an MSc in
Epidemiology. Following a spell in hospital medicine, she has worked in
PhV and Pharmacoepidemiology for over 30 years: in industry, at the
European Medicines Agency and latterly at Igvia. She developed the
EMA'’s policy on risk management and was lead author of GVP V. She
was involved in GVP VIII and was part of the core group implementing
the “new” PhV legislation. Blackburn is an FRCP Edin, FISPE and FFPM,
an Honorary Associate Professor at the London School of Hygiene and
Tropical Medicine, and Visiting Scientist at MIT.

When did you realize you wanted
to work in pharmacovigilance and
pharmacoepidemiology?

It was purely by chance. | went to
do occupational health at a phar-
maceutical company and a separate
part of the job was PhV for their
products. | became fascinated by
the subject and realized that | want-
ed to work in the field. One becomes
a detective with the aim of working
out what caused the adverse event.
Was it a drug, the disease, some-
thing innate in the patient or just
bad luck? Thirty years on and it is
still fascinating.

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

People are chasing ever small-
er risks without considering their
importance to public health. Huge
resources are spent on complying
with the numerous regulations and
not on looking at the safety profile.
People are in danger of losing sight
of why we do PhV—to protect pa-
tients and enable drugs to be used
safely and effectively.

We should also be targeting ben-
efits; risk is only half of the equation,
identifying predictors of efficacy
could be a game changer.

Where do you see your field
going? What is your vision
of the field in 20307

| fear a totally automated system

with computers talking only to each
other as they receive, parse, and
transmit data to each other. Data
mining will raise signals, instant use
of big data and automated systems
will investigate, and label change
will happen if required. No thought
or intellect will be involved, and so-
ciety and patients will be poorer.

What have you become better

at saying “no” to? (Distractions,
invitations, requests, etc.) What
approaches or realizations helped
you?

The realization that whatever | do
now and however important or ur-
gent it may seem at the time, it ac-
tually isn’t. | am not resuscitating pa-
tients where life and death depends
on speed and knowledge. Few things
we do need instant answers, and in
five years’ time no-one will remember
what the big issue was—or me.

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

| think a dinner party with Saki,
Oscar Wilde, John Snow, Win Cas-
tle, and Leonore Davies would be
interesting. Saki and Oscar Wilde
are two of the most amusing writ-
ers | have come across, and so any
conversation would be lively and
entertaining. John Snow was fas-
cinating in that he was the first to
use epidemiological methods to in-

#DIA2019

vestigate cholera outbreaks. He is
known as the “father of epidemiol-

ogy.” He also anaesthetized Queen
Victoria when she was giving birth
to her last two children and wrote
a paper on vitamin D deficiency—an
amazing achievement for the son of
a labourer. Win Castle was my men-
tor when | first started PhV and is
one of the unsung greats in the field.
Leonore Davies was my old head-
mistress. She came to the UK alone,
aged 14, not speaking any English,
on one of the last kindertransports
from Vienna, and she was fasci-
nating about life in Vienna and her
subsequent career in the UK. And
of course | would love to have my
parents there. They had the most
amazing dinner parties when | was
a child and taught me to question
everything and everyone!

How has DIA helped you?

DIA provided me with the oppor-
tunity to meet lots of interesting
people with different backgrounds
and knowledge. Parallel tracks at
the annual meeting permit forays
into unknown areas and new inter-
ests to be found. Bouncing ideas off

Continued on page 11



#DIA2019

Sunday, June 23, 2019 « 7

DIA Show Daily advertisers listed in bold.

Company.....cccosirrennnnnanes Booth Number
#-C

4C Pharma Solutions LLC........cc......... 1255

4G Clinical

AB CUDE oo

ActiGraph
ADAMAS Consulting LLC.......
Adaptive Clinical Systems
Advanced Clinical ......cocevnee

Advanced Medical Services............... 1938
YN V7= = [
Aerotek, INC..cocvcvvviveiirei,
Agilex Biolabs........cccoeuennen.
AiCure...

Alliance for Multispecialty

Research, LLC ..o 1318
Alliance for Safe Biologic

MediCINES...vcveeeececee e
Almac Group
Alpha IRB ...,
Altasciences
AMPLEXOR.....ooomreeeeeereeeeeeenens -
AMRA Medical...ccovevveeeeeeeceeeeee,
Ancillare, LP ..o
Andwin Scientific
Anju Software.......cooeeeeeccceeceenee,
APCER Life Sciences ......coeeeveveevenene. 2522
APDM Wearable Technologies........... 705
Apex Health Innovations.........ccccueuee. 613
Apex SYStEMS ...
J AN o] o1 =1 o [OOSR
Applied Clinical Trials
Aquila Solutions, LLC
ArcheMedX ...
ArisGlobal, LLC .....cccoveveeeee.
Artcraft Health Education..
Ascent Therapeutics............
Asia CRO Alliance.................
ASSISTEK wovvveeeceececece e,
August Research ...,
Author-it Software Corporation........ 836
Avance Clinical Pty Ltd......cccoveeene.
AWINSA Life Sciences.............
Axiom Real-Time Metrics .... -
Backpack Health, LLC .....cccccevvvvevennee
BARC Global Central Laboratory......1841
Barnett International.......ccccoeiiiicnnne 851
Barrington James.......cceceevvvevevennenen, 2140
BBK Worldwide .....ccccoevvvevviieeiiieienns 1440
Beijing Clinical Service Center........... 149
Bioclinica
BioFortis
BioForum the Data Masters.............. 1045
BioPhase Solutions......cccceeveienenienee. 2054
BioPOINt oo
Biorasi..........
BioSensics

Exhibitor List

Exhibit Hall Hours

Monday, June 24
10aM - 6PM
Tuesday, June 25
9aM - 5pMm
Wednesday, June 26
9aM - 4PM

BioTel Research................................. 930
Bizint Solutions, Inc. ...cccceeveerrrrreeeeees 937
BlueCloud By HealthCarePoint........... 531

Brand Institute, inc
Brunel Canada.......cccu... .
BSI Business Systems Integration AG ...545
Caligor Coghlan.....ccceeeeeveveeecrceenene, 2639
Cambridge Healthtech

Media GroUp .....ccceeeeveeecieeeeee e 1021
Canfield Scientific, INC...ccccvvveveviiennee 2419
Cardiabase by Banook Group.......... 2104
Cardinal Health Regulatory Sciences..1122
Cato ResearCh ..., 645
Causaly Inc
CelerioN .
Cenduit LLC..ooiiieceeeeeeeceeeee e BS15
Center For Drug Evaluation,

Taiwan/TFDA
(LG ORI
Chiba University ... 2642
Ciox Health
CISCRP e
ClarinesSs ..o
ClinCapture
ClinConsent
Clindata Insight INC...ccvevveeveviiicicee,
ClinDatrix, INC. coovveeveeeeveiceieene .
ClinEdge
Clinerion
Clinical Contract Research Association......2551
Clinical INK..ovvveeeeeeiceceececeeeee e
Clinical Research Malaysia......ccocu....
Clinical Resource Network...........
Clinipace
Clinithink
CluePoiNtS ..
Cmed Group Ltd.....ccccoviicvceiieicienes
CMIC HOLDINGS Co,, Ltd............
CNS Healthcare.....oceecceeeeeecene
Cognitive Research Corporation........ 722
COogNIZant ... 2221
Comprehend Systems ......ccccceeereenn. 2337
CortiCare Neurodiagnostics

Clinical Trials Services.......ccevevvenns
Court Square Group, Inc
Covance INC. . .
CPi Global CRO ...
CROEE INCuieecteeeeeceeee e 2644

CTI Clinical Trial & Consulting Services..1030

CubixXx SolutionsS......ccccceeveivevececeeenn, 822

Cunesoft GmbH ... 2448

Cytel INCuuiceceee e 1454

D-F

Dacima Software INC....cccceevvvevievennne. 2154

Data Management 365..........cccccueu.e. 2744

DataArt . 917

Datapharm Australia Pty Ltd..... 424

DATATRAK International, Inc............2623

DAVA Oncology, LP....iieieices all

DBMS Consulting ....ccccceeevevicrciceieneas 804

DDR (Drug Development and
Regulation) ...

Deep Intelligent Pharma

Deloitte Consulting.......cccceveueuae.

5 1 N

DIA MEDIA Studio ...cceeeveivcrennas

DIA Patient Scholars.....................

DiagnoSearch Life Sciences
DLRC Ltd .o
dMed Biopharmaceutical Co.,, Ltd....530
doLoop Technologies.......ccooeevevrnenene

Dora Wirth Languages........cccoceevenneae

Dot Compliance.....ccocevvveverecnenee.
Drexel University Online..............
DSG, INC. ot
DXC Technology ....ccecevvevereerennn.
DZS Clinical Services.......ccuuu..... .
Early Access Care ....vececececrcnnne.
EastHORN Clinical Services in CEE, Ltd..1349
EC Innovations (USA), InC. ... 753
Eccolab Group.....ccceeeeveveeenennn, 525
ECG Healthcare.....cocoeveevcvcccciie, 2636
eClinical Solutions.....cccccceveevevvicncnane. 744
EDETEK, INC. oo 2049
EMB Statistical Solutions, LLC........... 136
EMSI e
endpPOint ..o
Endpoint Technologies, Inc........

EUDRAC Ltd....
Eurofins.........
European Medicines Agency
Everest Clinical Research............ .

Evid SCIieNCe..iiiieceeee e
Evidence Partners INC.....coceeevvvevvenenee
ExecuPharm, INC...cccoovevviviiciceece

EXL Pharma, division of Questex....1444
EXOmM Group Sl 742
Express Scripts
EXTEDO, INC.covvvreiereireeeeceeee,

Continued on page 8



8 ¢ Sunday, June 23, 2019

Exhibitor List

Continued from page 7

FDA Quality and Regulatory

Consultants, LLC.....cceovvveeeiecieeeceee 101
Firma Clinical ..ocovoieeieeeeeeeeeeeceee 1949
Flex Databases...

FMD K&L.ooiieiiiieieiisieese e
FOCUS Investment Banking
Food & Drug Administration
Frontage Laboratories, Inc.................

G&L Scientific Inc
GCE Solutions Inc
Generis Knowledge Management Inc.. 741
German Langauge Services 523
Gilead Sciences, Inc......ccuvue....
Global Instrumentation LLC

#DIA2019

CHARGING
STATION

[2402]2400[2301

e o e s Gl G .
1 CHARGING cHAReEGNTRANCE U "
— _l g
[— i (I

GlobalCare Clinical Trials, LLC.......... 2436  Infuserve AMEriCa....iieienissennne 2453
Govig & Associates.....ccoccvevviiceenne, 2656 Innomar Strategies INC....ccccecvevveiennne. 738
Grant Thornton LLP .....ccceeveivvcvirene, 1415  Innoplexus Holdings, Inc. .....cccvuue.. 2000
Greenphire Innovaderm Research Inc. ...
GXP Quality Systems, LLC............... 846 INNOVOCOMMEICE....ccveveeeereeereciererens 2353
GXPeOoPIe . 1200  Inpharmatis......ccceeiieveieccieee s 2723
Hangzhou Tigermed Consulting Co,, Ltd...1405  Insife
HCL Technologies ......cccevevevvievienenns Insmed Incorporated......cccoeeevvevvennnne. 835
HealthiVibe, LLC ..., Integrated Clinical Systems, Inc........ 1749
Huron Consulting Group IntegReview IRB .......cccoovevvvecceicceen 1917
hyperCORE International................... 2722 INtEGrON i 2406
IBM Watson Health......coeeeviicviiiienn, International Dermatology Research Inc...831
ICON Clinical Research International Drug Development
Ideagen PIC.. e Institute (DD oo 151
IMperial .. InterSystems Corporation................... 1354
Indegene INC. .o 2651 inviCRO
Industry Standard Research ............. 1546 Iperion Life Sciences Cloud.................. 819
INFfErence INCu.uvceeeeeeece e 723  IPHARMA / ChemDiV....ccocoovvvverernnn. 2637
Informa - Pharma Intelligence.......... 1034 1QVIA .. 2205

20
2455 2154 | 2055 [2054 | 1955] 1855
2453 2452 | 2353 12352 12252
- - 20 Ed
2550 | 2451 oo 2350 | 2251 [2250 | 2151 20 " 1950 | 1851
2548 | 2449 2448 | 2349 2049 1949 1948 | 1849)
Lunch 12646 | 2547 o o e o 1946 |,
. . . 2744 |, 12644 | 2545, o o - Refreshment/ o o 2044 | 1945 1944 | 1845
Distribution Break Lounge
] 2643 2642 | 2543 2442 | 2343
[ 1) g
2740 | 2641 2540 |, 2140 | 2041 20 1940 | 1841
(70'x125")
2639) 12638 |, 20]-2439 2438 |, 20].2039 1939 1998,
20
2736 | 2637 [2636 | 2537 2536 | 2437 2436 | 2337] 2336 | 2237 [2236 | 2137 2136 | 2037/ 1936 | 1837
20
20° 20 20 20 20 20 20
2732 | 2633 oo P " 20 a0 .
, 20'
2730 | 2631 20 2531 2431 2331 2231 2131 2031 1931 1831
. 20 20 20 20 20 20 20 20
2823 20 2724 |, 20 20|20 20
20'
Q 2723 2722 | 2623 2523 2522 | 2423 30 0 30 2023 a0 1823
2323 2221 2121
T 2719 2718 | 2619 2618 | 2519) ‘2513‘2419‘ ‘2113‘2019‘ 1921 2|
2717 2716 | 2617 2616 | 2517 o o 2416 | 2317 2216 | 2117] P ) 1916 | 1817
2315, o ‘zme‘ 1917‘
LA h 0 o o B
o 2612 - 2412 | 231 2312 | 2213 - ‘ ‘ ‘ P
|nnOV8tI0n 2610 = 2111 i 1911 | 1013 1811
f Theater #1 2608 2409) 0] 2300) 2108 | 2000)
o1 / 20 20
| 12606 2406 |, 30 20 220 12006 | 1907 o
2604 ol 12404 | 2305 2205 2105|  |2104]2005]  [2004 ] 1005 1805
2504 | 2405

3

3

B 1 [

oo




#DIA2019

Sunday, June 23, 2019 * 9

20|20 20 20 1456 |, 0| 1257| 20| 857|
4 | 1755] 1555 1455 1454 | 1355 1354 | 1255| 954 | 855 854 |, Engage & e @
20 Exch BS9
_ 50 1252 | 1153 20 1052 | 953 ] 753 Xchange
g
, ol 1051 o L =
0|, 1650 1551 oo 2ol 20 1250 | 1151 1050 | 951 950 | 851 8s0_|,, ass &
0| 1749 1649 1548 | 1449 1448 | 1349| 1249| | 1149)] 848 | 749)
20
6 | 1747] o o 1546 | 1447 o o 1246 | 1147] 1146 | 1047] o o 846 | 747 o o
20
14 | 1745 P 1545 1544 | 1445| 1444 | 1345 e o 0| 1145] 1144 | 1045 RefreShment/. 844 | 745| 744 | 64| 644 | 545 o o
Break Lotﬂ}ge
_ | 1343 - 1242 | 1143 1142, oo 722 | 643 642 | 543 6s 13)
oo 1740 | 1641 1640 1541 1500) 1440 | 1341 - 1140 | 1041 820 | 741 740 | 6a1 640 |, ////
w0 : %
8 | 1739] 158 | 1439 1239 20 838 | 739 738 | 639 638 | 539 Sales Office %
50° g (20'x30")
1536 | 1437] 1137 1136 | 1087] | -987, 936 | 837 836 | 737
20 20 |
, y 1034 | 935 934 | 835 734 | 635 535
40 = 40 20 55 57 . .
30 - = 20|83 20 732 |, 533 la32 K o
20' ! 33
1731 1531 1431 1331 1231 20 1131 1031 1030 81 030 | 831 731 730 | 631 630 | sa1 530 | 431 . X 25
Innovation RS
Theater #2 L] -
30° @ 20° 20 20 20 20° 20° 20
. a0le0 20 20 824 | 725 724 | 625 o525 524 | 425
20 20 20 20
30 1623 1523 1323 1223 1123 1122 | 1023 923 823] 822 | 723 722 |, 622 | 523
0
721 1120 | 1021 820 |, 720 | 621
20° ‘ ‘ ‘ 20 |
1618 | 1519) 1419 2w 1318 | 1219| 20 2| 2w 018 | 819 818 | 719 20 518 U
By
o o 1416 | 1317 o o 1117] 1116 | 1017] 1016 | 917] F ) 816 | 717] 716 |, 517] o o -t
e
1514 | 1415 1014 714 | 615 Bse
. L m o o ‘ ‘ ‘ 20 "’ LI ‘ ‘ ‘ e o ©
2 | 1713] Refreshment/ 1412 | 1313] 1212 | 1113] 1012| 913 812 | 713] 712 | 613] 612 | 513] Bs7
E3
0 Break Lounge 1510, ol ‘sm ‘ aﬂ‘ ls10 | 711 BSs ° O
20 20 20
1508 | 1409 1308 | 1209) 0 N °
LT o
30
2 105 | 1507 o sl | [® I I O Poster Boards Q
o
1705 1605 1604 | 1505 1504 | 140| 1305 1304 | 120| 1105) 1005 905 904 | 805 804 | 705 )%

1800 [1601
w0

1301 1201 nm
o

]
....... o L —
l [ EnTRANCE [/ L Ll m il ﬂ% Envance
?

CHARGING
- -
()

‘801 ‘aoz [800 ‘701 ‘

j_
N

STATION
-

%
K

:.
r
|
X
N\

= T T
= () G

7
%

J-L
JAF Consulting, INC. c.ooeeveveeeeieeeree 950
Janus Clinical Research Institute......1747
Jazz Pharmaceuticals, Inc.......cco..... 1257

Jeevan Scientific Technology Limited...1600

K3-Innovations, INC.....ccccceevveevcceecieinne
Karma ONCology ....ccevevveeeieeireieeinn
Kayentis ....cccoevneee
Kinapse Ltd..
Kinesys Consulting Ltd. .........
Klein Hersh International.......
KlinEra Global Services.......cccocevviuenes
Korea National Enterprise for
Clinical TrialS ..o
LabConnect, LLC...cccccovvveiirciieee
Leidos Life Sciences
Lifelines Neuro Company.................. 1047
LifeScience Marketplace.......ccovuee.. 2100

LINEA System, LLC....cooceovvireiiiciin 802

Lionbridge Life Sciences.... .. 522

Litera Microsystems .......ccccouueee. ... 2309

LORENZ Life Sciences Group........... 1439

LSK Global Pharma Services Co,, Ltd...2449

Luto Research Ltd......ccccovevvivecveenene. 2540
M-0

Machaon Diagnostics
MakroCare......cccovvevveeenns
Mareana Inc.....

MasterControl, INC...ccocveeeveeeceeiiceieee
MayYO ClHNIC oo
MD Connect

Medidata Solutions Worldwide......... 1523
MEDIX .o 1306
MEAPACE ..ot BS6
MedPoint Digital, INC...cccceevevvevevereee. 2405
Medrio, INC. ..cccevevvereeeee. 2004

Mendel.ai ..o 801
MESM Ltd. oo 2315
Metina PharmConsulting Pvt. Ltd.....820
Ministry of Food and Drug Safety..1640
MonitorForHire.Com ......ccooevveveceennnen. 2137
Montrium, INC...oceoveeeecieeeeeeee e 2349
MUV INCiitiicceceeeeee e 1950
MyData-TRUST ..o 635

Continued on page 8
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NACS, INC. oot 1618
National Disease Research Interchange...712
National Jewish Health
Navitas Life Sciences...........

NAVREF ..o,

NCGS, INC. oo 1219
Next Phase Research.......ccevvvveunen. 2005
Nippon Control System Corporation....2156
NNIT A/S oo
Novotech....

OPtUM e,
Oracle Health Sciences
Orbis Clinical....ccccoeevevvivecnenenn.

PareXel ... 1419
Path-TeC ..o
PCM TRIALS ......ccocvrrmremecennnnnns
Pharmaceutical eConsulting............. 1650
Pharmaceuticals and Medical

Devices Agency (PMDA) ......cccoe.... 1641
PharmalLex GmbH......cccccovveiviiiciennns 1209
PharmaOut
Pharmapace
Pharmaron ...
PharmaSeek

PAYSIQ oo
PilotPay Inc
Pinnacle 2T ....cooeevievevieiiee

Praxis Communications, LLC............ 1940
PRC Clinical ...ocoeeieieieeccceeeenne
Precision for Medicine
Prevail InfoWorks, Inc..........
Preventice Solutions............
PrimeVigilance Ltd................
Princeton Blue, INC.....coveeveeviiiiieenen,
Pro-ficiency, LLC....cccccoeveeiviiieiicieicieee
ProgenaBiome
Projecis, INC. .cocovvveeeeeeeeeeeeeece e me
Project Management Leadership
Group, INC. e 2404
Protocol First 2736
ProTrials Research, Inc. ........cccseeeeee. 1916
Proventa International.......cccoeeinnnnee 854
Prudentia Group, LLC......cccoveveeeverenne 153

QST Consultations, Ltd. ......c.ccocveueeee. 2252
QT Medical, INCuueeeeieeeceeeeeeeeecee
Quality Associates, Inc .
QuaNntifiCare....cocceveveeceieceeeceeeeeeene
Quartesian.......ccoeevveveeceeeceeene
Quest Diagnostics Clinical Trials....... 905
QUIPMENT e
Real Regulatory Ltd.....
Real Staffing Group......cccceveveueaene.
Realtime Software Solutions
RedbOCK.....cieeececeeeee e
Rees Scientific Corp....ccvvvnirnirennn.
RegChecK. ..
Regxia Inc. .... .

(2= o1 a1 o 1T
RNO, INC. e 1016
Rocky Mountain Poison and

Drug Safety ..o 725
RWS Life Sciences.....veevceeceseeenn,

Rx Values Group Ltd
RxLogix Corporation ......ccceecevevievnenens 1545
S-U
SAAMA i 913
SalesforCe. i 2009
SAS Institute INC ..o 1205
SAS Institute Inc. JMP Division.......... 1017
Scientia Clinical Research............... 807

Scientist.com.....ccceeiviiiiiceccce,

Self Care Catalysts

SENSEONICS it

SeproTec Multilingual Solutions.......... 621

SFL Regulatory Affairs & Scientific
Communication Ltd. ..o 2648

Shanghai Jsure Health Co,, Ltd......... 2616

Shimmer Research.......ococeevvecveecvenne, 533

Signant Health

Slope ..,

SNAPIOT e

SoftServe INCu.eeeeceeeceeeeeeee

Sonic Clinical Trials
SOPHIA GENETICS
Sophos IT Services LLC........ccoovevveneee. 642
Soterius INCu.veeececeeeeeeeee e .
Southern Star Research
Southwest Care Center.....ccccoveveuvaene.
Sparta Systems, INC...ccoeeveviecvciiienee
Spaulding Clinical
Spencer Health Solutions LLC............. 518
Splash Clinical, LLC ..c.cccceeveivieicrecien, 837
spmd - safety strategies for health Inc.....2451
SPOLHNE i
Statistics & Data Corporation .
Stefanini. e
Sterling IRB... e
Stiris Research INC. ..o 1250
StUAYKIK oo
SubjectWell .
Symbio, LLC
Symphony Clinical Research
Synchrogenix Information
Strategies, INC..cccveveceecece e mz

Syneos Health.......coeeveciicccccces
Synova Health.... .

Synteract

Target Health INC..oovevevceveieen, .

Tata Consultancy Services........couu..
Technical Resources International, Inc....1717
Techsol Corporation.........cccceeevevenenee. 2108
Telelingua Translations.......ccccceeeveuaee. 1447

The Patient Recruiting Agency LLC...2437
The Reagan-Udall Foundation

For the FDA......eecccinrnnnsecesnnnans 625
Therapak, a VWRCATALYST Service....2317
Therapeutics INC ..o 143
ThoughtSphere INC....ccccevevviiiieiiiee 1050
Total Clinical Trial Management...... 2055

TransPerfect Translations....1731 & 1838
Trial By Fire Solutions
TrialStat Solutions Inc .
Trifecta Clinical.....ccooeevvvceviiccciecee
Trilogy Writing & Consulting GmbH......2251
UBC e
Uber Health .
UMOtIf Lt i
Uppsala Monitoring Centre-WHO Col-
laborating Centre for IDM.................... 838
UTMB Sealy Center for Vaccine Devel-

V-2

Veeva Systems, INC....cccceevveuvenenen.
Verantos, INC. ..o,
Verified Clinical Trials .....ccccoeueuee.. .
Veristat INCu.ceeceeeeeeeceeceee
VErSitio e
Viedoc...........

Viitai LLC
VirTrial ...........
Vita Spes
Vitalink Research
Vitalograph Ltd.....cccocevvveeviicciiiciene
Vitrana INCuueeeeeeeeceeeeeeeeeeeeee e
VivaLNK
WCCT Global ..o

WCG Clinical Services.....cccceuniiinnns
WebbWrites, LLC ..o
Welch Allyn .
Welocalize Life Sciences.......ccoeueuu...
Whitsell Innovations, InC. .....cccceeunee 140
WIRB-Copernicus Group......ccceeveuennen o5
Woodley Equipment Company ......... 2131
WorldCare Clinical ...c.occeeveveeeeieiennne 524
WUXi APPTEC it 1416
XClinical Services America Inc.........1955
YOUIWAY .ot 517
YPrME INC..uvcveiecececece e 1851
Zeal Technologies ......ccoveeveverecvereinne. 2455
Zifo Technologies INC.....ccovvvvevirenns 2350
Zigzag Associates Ltd.......cccccccueene. 2016
ZS s 1300
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Gerald Dal Pan, Director of the Office of Surveillance &
Epidemiology, FDA Center for Drug Evaluation and Research

Gerald J. Dal Pan, MD, MHS, is Director of the Office of Surveillance &
Epidemiology in FDA’s Center for Drug Evaluation and Research, where
he oversees adverse event surveillance and analysis, pharmacoepidemi-
ology, risk management, and medication error prevention. A member of
the WHO Advisory Committee on the Safety of Medicinal Products, he
served on the Council of International Organization of Medical Sciences
and the International Council on Harmonisation. He received his MD from
Columbia University College of Physicians and Surgeons and his Master
of Health Science in Clinical Epidemiology from the Johns Hopkins Uni-
versity School of Hygiene and Public Health. Before joining FDA, he was
a faculty member in Neurology at Johns Hopkins.

When did you realize you wanted to
be an epidemiologist?

| first became interested in epide-
miology during the first semester of
medical school, in the Fall of 1982,
when one of our professors spoke
about his work in eradicating mea-
sles. | soon realized that epidemiol-
ogy is a field that would allow me
to combine my interest in medicine
with broader public health issues
using quantitative methods—a per-
fect combination for me.

Where do you see your field going?
What is your vision of the field in
20307

Informatics and the explosion of
“big data” are transforming epide-
miology, including pharmacoepi-
demiology. The challenge for the
field is to learn how to use these

data wisely by keeping in mind the
fundamental principles of epide-
miology.

What book are you
currently reading and why?

| am re-reading Stephen Hawk-
ing’s A Brief History of Time. In
his explanations of relativity and
quantum theory, Hawking brilliant-
ly describes both the very small
(sub-atomic particles) and the very
large (the expanding universe). |
find that re-reading a good book
provides me with many more in-
sights than the initial read.

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

| would tell my younger self to
think “out of the box” more.

How has DIA helped you?
DIA has provided me with op-

portunities to participate in im-
portant discussions about drug
development with a broad group
of stakeholders. Given the com-
plexity of drug development and
the many perspectives that various
stakeholders bring to it, DIA’s neu-
tral forum has given me a 360-de-
gree view of the drug development
landscape.

Blackburn

Continued from page 6

other professionals in the same field
can produce results more quickly
and link pieces of information.

It also allows me to give some-
thing back to the field | love. | hope
that the odd bits of knowledge |
have gained over the years can help
the next generation in the same way
various people helped me in the
past.

Andrus
Continued from page 4

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

Without a doubt, | would spend
the day with my wife at a Philadel-
phia Phillies or Eagles game (she
is the diehard fan), followed by a
nice a dinner and time out together.
There is nothing better than being
married to your best friend.

How has DIA helped you?

DIA has provided me with oppor-
tunities to expand my knowledge
and experiences. The connections
gained and friendships made have
been incredibly valuable as well.
The staff at DIA are wonderful, and
| have been fortunate enough to
have gotten to know them well, and |
have had opportunity to present and
share at DIA conferences, webinars,
and workshops, and to participate
on the DIA Advisory Committee.
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Munish Mehra, Principal Biostatistician and
Executive Director, Tigermed

Munish Mehra, PhD, MS, serves as Principal Biostatistician and Exec-
utive Director at Tigermed. During a career spanning over 30 years,
he gained extensive experience in the design, analysis and reporting
of phase 1 through 4 clinical trials across multiple therapeutic areas,
including drugs or biologics for neurology, oncology, dermatology,
cardiovascular, metabolic and endocrine, respiratory, Gl, vaccines,
women’s health. Mehra has held positions of increasing responsibility
at multiple CROs in the US, has founded a SMO and CRO in India, and
expanded CRO operations for a US CRO in China. He has developed
IDMC charters and supported IDMC’s as unblinded biostatistician. He
currently serves on several DMCs.

Mehra was awarded the DIA Global Inspire Excellence in Service
Award at the DIA 2018 Annual Meeting. He currently heads up the
DIA clinical research community and is actively involved on the bio-
statistics and GCP core committees. He has also authored numerous
publications in peer reviewed journals and presented at numerous

conferences.

Mehra holds a PhD in biostatistics, a MS in computer science from the
University of Kentucky, as well as a MS in mathematics from the Indian

Institute of Technology.

When did you realize you wanted
to become a biostatistician and
computer scientist?

Growing up in the 70s and 80s,
| was fascinated by electronics and
the ability to program computers. |
had never heard of clinical research,
let alone biostatistics. After study-
ing science in high school, | pursued
a five year undergraduate/gradu-
ate program at the Indian Institute
of Technology with courses in en-
gineering and a focus on statistics.
This earned me an assistantship to
the US to jointly do a PhD in statis-
tics and a MS in computer science.
In 1986, two years into the program,
| was asked to program in SAS to
analyze clinical data. As the saying
goes...the rest is history.

In your opinion, what is the
greatest challenge in your field?
The greatest challenge for bio-
statisticians involved in clinical re-
search is to be able to take com-

plex concepts such as statistical
methods and explain them in sim-
ple, non-technical terms in order
for people to understand the results
from their perspective. With the ex-
plosion of the amount of data, there
are more complex statistical models
and computer algorithms, such as
neural networks, for machine learn-
ing being applied. Understanding
how these work, validating them,
and explaining them to colleagues
in simple terms is the greatest chal-
lenge for data scientists.

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

| see biostatistics moving towards
greater use of visualizing data. With
the continuing increase in the num-
ber of statistical tables, figures, and
listings the time and cost to gen-
erate, review, and interpret these
has become prohibitive. Visualizing
data using standardized static and

dynamic displays that present data
efficiently will allow companies de-
veloping medical products and reg-
ulators to evaluate these compounds
together. The current process is se-
guential and inefficient. My vision for
2030 is for sponsors and regulators
to review efficacy and safety of med-
ical products collaboratively in real
time using agreed-to displays.

What book are you currently
reading and why?

21 Lessons for the 2Ist Century by
Yuval Noah Harari, after reading Sa-
piens and Home Deus by him. | high-
ly recommend all of his books, but
if you are short on time just read 27
Lessons.

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

Take time to understand yourself
by listening to what others, who are
honest with you, tell you. Take self-as-
sessments like the Myers-Brigs, DISC
etc. Know your strengths and lim-
itations. Focus on capitalizing on
your strengths. Understand what
excites you every day, what energiz-

Continued on page 14
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Cardiac Safety: The Promise of Artificial Intelligence (Al)

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
induced 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 morpholo-

BANOOK
GROUP

gies changes, extraction of abnormal
pattern) rather than just assessing a sin-
gle 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,
resulting in optimal operational processes.
The alliance of technologies and sci-
ence will for sure reshape the drug devel-
opment process, and the use of continu-
ous reading algorithms presents many
benefits: improvement of cardiac biomark-
ers determination, reduction of variability...
and will allow a reduction of the number
of patients to be enrolled and, as a result,
reduction of the cost of the research.
Banook Group is actively engage
in the innovation pathway by working
together with scientists and clinical re-
searchers on new tools for classification,
clustering and analysis of ECG data, with
the goal of classifying with more accuracy
continuous ECG recording. Stop at booth
2104 to share expertise with our team.

TransPerfect Life Sciences Takes Center Stage with a
Theatrical Stakeholder Collaboration Workshop

TransPerfect Life Sciences returns
with a workshop entitled “Setting the
Stage for Effective Stakeholder Collab-
oration,” as well as live demos of the
award-winning Trial Interactive e-clinical
platform, and insightful subject-matter
expert booth talks.

The workshop, held on June 26 at 4:15
PM, will be led by Christine Morris, Exec-
utive Director of TransPerfect Life Sci-
ences. Morris is taking a novel and artis-
tic approach to the session—talent from
North Carolina’s Cary Playwrights’ Forum
will assist with stage adaptations of re-
al-world clinical research scenarios, guid-
ing attendees through empathy-mapping
exercises and providing practical tools for
stakeholder collaboration.

In addition, TransPerfect will preview
new Trial Interactive e-clinical platform in-
novations. Join Head of Product Develop-
ment, Jay Smith, at Booth 1838 on June 24
at 1:30 PM for “Mobile, Machine Learning,
and More: Simplifying Clinical Processes.”
The Trial Interactive innovation team will
be there to demo solutions that enable in-
spection readiness while reducing admin-
istrative costs and speeding timelines.

TransPerfect President and CEO Phil
Shawe stated, “Centralizing the full clin-
ical document lifecycle and maintaining

inspection readiness are priorities for us.
Our focus is on maximizing collabora-
tion and simplifying workflows for study
teams and utilizing best-practice technol-
ogy to help improve and streamline trials.”

New Innovation:

Trial Interactive 10.0 - Preview the lat-
est platform release!

my Tl -Experience mobile CRA recon-
ciliation and enter for a chance to win a
TMF Inspection-Readiness Workshop or
a $100 American Express gift card.

Focus on your study,

Fixed cost model. No change
orders. Invest to save.

Headquartered in Toronto, Canada,
Axiom delivers intuitive, powerful and
cost-effective eClinical solutions and
services focused around small to medi-
um biotech, medical device and CROs.
Services include: Data Management,
Data Analytics, Biostatistics and Phar-
macovigilance.

Axiom’s eClinical suite, Fusion, de-
livers a powerful range of innovative
end-user focused, unified functionality
and 15 modules. Axiom serves as the
Connected Hub for your entire clinical

Tl GlobalLearn - Learn how study
teams are adopting a compliance-fo-
cused learning management solution to
deliver training on protocol, regulatory,
and SOP compliance for risk reduction
and operational excellence.

Clinical Document Collaboration -
Study teams are rapidly adopting Trial
Interactive’s clinical content management
solution to streamline document process-
es that flow directly to the eTMF and LMS.

Contact info@trialinteractive.com for
more information.

not your bottom line.
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real-time metrics:

study data and operational needs. Fu-
sion Delivers: EDC, DM, IWRS, CTMS, In-
ventory Management, IVR, Patient Por-
tal, AE/SAE Tracking, Safety Database,
Central Lab, Imaging, eTMF, and 24/7
Project and Clinical Data Reporting.

For more information, please visit
http://www.axiommetrics.com/.
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Bowen
Continued from page 5

for my Master’s Degree in Drug Reg-
ulatory Affairs, and the company |
worked for at the time, Block Drug
Company, gave me an opportunity
to move to the International RA de-
partment while still in school. That
was 26 years ago. My first submis-
sion was a NCE for the Australian
market, so | had a lot of learning to
do in a short period of time.

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

With the incorporation of auto-
mation into day-to-day regulato-
ry processes, how can we prepare
regulatory professionals to become
strategic and critical thinkers with
less of a focus on the operational
side? Are we preparing RA profes-
sionals with the right skills?

What do you like most and
least about your job?

What | love about my job is that |
am challenged in new and different
ways on a daily basis. What | dislike
most about my position is that it is
very hard for me to disconnect from
the regulatory world. | am an informa-
tion junkie. | am always afraid that I'll
miss some important piece of infor-
mation that will affect the company.
Of course | know that won’t happen,
and as | get older | am learning how
to take time for myself and my family

on weekends, holidays, and vacation.

What is the first book you
remember reading?

| was fascinated in grade school
by the Encyclopedia Brown series
of books. The first one | recall read-
ing was, Encyclopedia Brown Gets
His Man. The lead character in those
books was Leroy “Encyclopedia”
Brown, a child detective who solved
neighborhood mysteries. Ironic that
| would end up working in Regula-
tory Intelligence where we put our
detective skills to work every day!

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

To take advantage of every learn-
ing opportunity that presents itself.
Repurposed skills from my days in
Quality Assurance have presented
themselves multiple times in my
regulatory affairs career. And never
be afraid to ask questions.

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

Visit close friends and relatives.
As we get older, they are the con-
stant in our lives.

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

My parents. | lost both of them
to cancer, and there are so many

* View interactive floor plans

Navigate DIA 2019 with DIA’s Global App

The DIA Global App is designed to enhance your meeting experi-
ence and provide valuable information in one place!

* Manage your meeting agenda by viewing all sessions and

selecting which ones you want to attend

e Connect and network with meeting attendees

e Activity stream provides real-time updates

* Browse exhibiting companies with their booth numbers

e Participate in the DIA Scavenger Hunt to win prizes

* Quick access to our session evaluations

Log in using your email address used to register and select “Reset
Password.” An email will be sent to you.

things | would like to have discussed
with them before they passed.

How has DIA helped you?

Specialty communities, such as
the one | chair (Regulatory Affairs)
are important to the membership
of DIA. It helps build acumen, your
network, and in my case, leadership
skills. The communities provide an
open forum to share best practices
and discuss non-proprietary ideas
and processes that support activi-
ties for emerging issues. With many
members facing limited resourc-
es to travel or attend conferences,
active participation in our commu-
nity, and communities in general, is
a great way to stay current with no
additional costs-making the most of
your DIA membership and network.

Mehra

Continued from page 12

es you, what do you like to do first
over and above anything else every
day when you get to work. Once you
find something that you are really
good at and you really enjoy doing,
make that your career. Keep learning
something new every day, even if it’s
reading for 15 minutes.

How has DIA helped you?

After becoming a DIA member
early in my career, | chose to attend
DIA conferences initially in the US,
then in Europe, China, and India. |
eventually chaired and organized
conferences and webinars. This al-
lowed me to meet a diverse group
of people and become aware of op-
portunities | did not know existed.
Recognizing the benefits of being a
DIA member, | became actively in-
volved with DIA’s communities, real-
izing that even a small time commit-
ment every month helped me build
lifelong relationship with peers and
mentors and increased my knowl-
edge and skills. | often say the single
best return on investment for my ca-
reer has been my DIA membership.
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WCG Announces the Acquisition of Analgesic Solutions

WIRB-Copernicus Group®s (WCG™)
Clinical Services Division announces the
acquisition of Analgesic Solutions, the
global leader in the development of new
pain medications and in the support of
clinical trials in which pain is an indicator of
an underlying condition. Analgesic Solu-
tions joins the extensive family of WCG
clinical services which facilitate and opti-
mize the conduct of clinical trials. WCG’s
newest addition focuses on increasing
assay sensitivity in clinical trials through
consulting, innovative tools, data science,
technology and specialized training.

“We are delighted to welcome Dr. Na-
thaniel Katz, the Founder and Chief Sci-
entist of Analgesic Solutions, and his
extraordinary team of clinicians and scien-

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

writing, biostatistics, and data management.

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.

solutions include preclinical safety testing, clinical pharmacology
and proof of concept, bioanalysis, program management, medical

tists to WCG,” said Donald A. Deieso, PhD,
Executive Chairman and CEO of WCG.
“The intense public focus on developing
alternatives to opioids for use in pain man-
agement, as well the organization’s deep
understanding of patients’ subjective re-
sponses to pain, has made Analgesic Solu-
tions one of the most sought-after solution
providers in clinical research.”

Laying the foundation for success-
ful clinical research trials, Analgesic
Solutions advises research sponsors
on protocol design and development,
regulatory and FDA submissions, and
signal to noise optimization. Combin-
ing deep subject matter expertise with
unmatched experience in data quality
risk assessment, measurement error re-

PAID ADVERTISEMENTS

PRODUCT & SERVICES SHOWCASE
AMPLEXOR Life Sciences

Booth #2431

RIMExpert

Protocol First / Clinical Pipe

Booth #2736

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.

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 R~
transcription errors and SDV, and vastly
reduces on-site monitoring visits.
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duction, and data surveillance, Analge-
sic Solutions provides knowledge-based
solutions that inform the conduct of
clinical trials in which the measurement
of pain is an endpoint or significant
component. Since pain is a subjective
experience, Analgesic Solutions teach-
es patients how to better describe their
pain and clinicians how to better evalu-
ate their descriptions. The company also
provides central statistical monitoring
and interventions to ensure that data
produced and collected during trials are
reliable and accurate with the goal of
proactively protecting study outcomes.

To learn more about WCG Analgesic
Solutions, please visit us in the Exhibit
Hall at booth #1005.

EHR-to-EDC.
Click. Transfer.

EHR EDC

Connecting Healthcare
to Clinical Research
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