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A Globalizing Clinical Trials Landscape

+38%
Growth in global commercial 0 o o

clinical trial volume
over the past decade

source: IQVIA /S EFPIA
/ Maccines Eurape, — 2024 Q o o

The Americas Europe Asia-Pacific
Largest single-country trial Benchrmark for Rapidly expanding
infrastructure; deep participant protection research capacity
regulatory and scentific and regulatory rigor and access to new
expertise populations

Global clinical research is a shared, multi-regional enterprise.

Source: IQVIA / EFPIA / Vaccines Europe, — 2024 Image generated using ChatGPT 2



Global Expansion of Clinical Trials Calls for Greater
Operational Efficiency

= W

Startup Documentation ~ Language &
Timelines Burden Accessibility
Longer site activation driven High volume of required Multilingual, patient-
by administrative processes materials across approvals  accessible content complexity
and sites

Operational efficiency is becoming an increasingly important factor for trials
«  Operational processes must scale with global clinical trial activity
«  Documentation and language requirements add operational complexity
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ARTI Initiative: Al for Research & Translational
Informatics
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Al Opportunities Within the Clinical Trials Ecosystem
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~ SYSTEM SAFETY & EFFICACY PRIVACY-BY-DESIGN SAFEGUARDS
= Protecting from unsafe or = Safequarding privacy:
- Ineffective systems. &re hardwired nto the design.
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Consent Generation
&
Plain Language Research
Summary
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The Case for Change:

Al-Assisted Informed Consent Generation

* Informed consent is the ethical and regulatory foundation of human
subjects research

: Respect/ e . .

Consertt

f'llH':!l HATIOMAL CANCER INSTITUTE 9



Al-Solution Built for Compliance:

Safety & Quality Safeguards

Incorporates safeguards to support compliance & patient-centered approaches

Required Language IRB Consent Library Readability Standards
Preserved Integrated Met

NIH legal & regulatory Procedure descriptions & Meet Federal Plain
language carried forward risk language drawn from Language guidelines
exactly as written NIH consent library when
possible

Cover Page Sets Use Inline Comments Investigator-Editable
Expectation Provide Guidance Output

First draft only — human Highlights decision points Editable Word document

review and refinement for study teams where study teams can take
required ownership before IRB

submission
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Consent Crafter
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Wielcome to Consent Crafter

Terapal atariath s v seacs chauienl, snc! oo mzns fom lespbibe oo il

laL, ared clidh Jeceel 1o Coduls Lalorod Conein Cecunnia

1



AR b T T [N Ty A TR B TR RS S T o Pl TR =i St L T L

TEIT LT L TUTL, TERAT WLERATA L LT WOET TLACL BT RLUWLTEL N R TLTLS S TS TR SR ST,

ﬁTﬂﬁ'ﬁﬂ\E SHLARIREG AN TUTURE BESE AR TSDE YOUR SPECIMENS AND =
AT,
Py Ll vy s peEmsens o difn b daver b ol stn oeam fr s e L othier s pudies ! =

A genl ol i acoly, v s clilening, spai e achdiza Tsm seu W o e ad va.
ther e erscivmne sral sbaly Geor sdonlion sdfe Ghean ihe ore Swaerbel in this coresel Sem el s
gt St dos, g el sk That 2o bl Senduibed ks Tata s, The specanai and
b i b kepd i vy Uaes e sl slill krasae sl thiey come Fam e G, ey will e
idercihel e te T, 00 we wse Tore pdesndickle sproansas o dula Bar Somire peearcs ovs sody
will b mecsvesal ol soqraesanl = oo Togsilo o] Toeeize Rizved et will maks aum that s
a2 ceocesiing voor cocdidanciality . These fuhure shudias zoghi belp us setiar uncesizod bog
Iz pland nzees o e eller disszcazs e eanlilies, This <ol el dolics bdaceslep odlng
resaarch testn Iraalmenls, drege, o devices, thae may beed 1o die developees of 3 commencial
groreanel by thee NIH sl s sazanss ar ommmeenzal gt Tlaese e o plons bk
Eopnzind cotnpensation oo weu df this seopens. Sulso in s valibesly dhad we well eare soyvibog
[[RCTT | PRt (VARE R4 Td A T et ol o E T e T

T g marmmigsien fier mmy w0l Nahle apecimens aef slals o reesierecbanil ieed by Seshily
1z v fodeis shedics e dosciibeed aoave:

s Mo
il Fastizl

rPI"lll vuur s pecams i o lala b shansl valloslher mececkers Toroea i other siedics? i

e may share seur speezmens anclilais with other reeecevhers 7hacther seemmchers o he
downg emadizs in smiles areas toorhis sty o o otbar urcelsad areas ©hess meeancsecs oy be
Al FTH. o = neatan:t paeplers sl oslilnlinrs., el cmnmamsal anilies

Line e thab wee e sheare wore Sada is Dy priing oo lrcee drsabase cples pooeponioore,
whizh Ba ey toomiek s e wdes pvalosle i ihe peeaneh coannvzny. 10we S0 place wov ota
i a cep ey, iF el ke lebeled wilh o code, (ool with woor pame oo sder infommoton o

2omld b s oo mpsily jdepcify vont, Lven theugs e wzl coby be lnbeded witk o code, sacoe mpes
sl kb, i e icnlor b abenl veor penes Jeallal gpere e o gemaami dale ), can e sl ks

b s ks o a2, althoagk dns iz cobeiom S0, and we bk i enlikale oo hapoes

The thatz in b maensibeey will sy = availahle 1 guali fiel —eesandiees These racoancbere meed
receive paroissios brioos ey are nlbowed o pocass dhe gena, Lebore Cooeniang the Cima, we
natanchers el prmne a0 e wsTnnd iy ke Tpare cal e iken dls olihe reseanch
P,

ﬁ' DHSRP Gudae AT |

apsd rrara, rer mae ol rlarer e b etedmers n

Fetrors b ML B4

bz pratena’ <Ham the proapesct of cliecl
Bl dee malocerl gy g aapiz sl
e para e eend e reen kel e ke
i s celemeEnrs erd prd et e
PEEIFTEFETY LX)

Fore oty hee e progpact ob2lencd berafik
FRCFE LT LTETRr g 1] TROR RAEE S 1 PY
TR FECEN T U ERET TV BT T EE T

STRRT SR S s T nE ) e mes e encesd

Fote paimany rdiwscrier al i onaly kot
zallect and miir spedmere snsdardom for
Frobave ume 32 arzcom Loas siacsl sim decc bl

Bl R Lot T L s P R R R
o3 TR U b - Y

P by v od b i abto il et canp
duv sy

DELZTE THIF [ORALKT A6 TENL BEVIERY

a OHA PP Gl weawe ol

LT T T R o e ARy B B
b et v red i e ncds s brapueys In
VTR RICAL T,

oL =N

B oHsRr Guidace R A

SewclmeeesToads B S STT Sl
rerol wasd we sz mem echsla Bec b ud mn e
o camp g,

w b oA I (ORI TR I RIS 0R y nieliiee Weighr Bes, 1A nenmoeeal,

up Leeliog el

Consent Form Draft

Ready for human review
& refinement

Headers and footers preserved
All required information
included

8t grade reading level

OHSRP Guidance in comments
Consent Library integration
Study drug risks

Highlight areas where
decisions must be made

Please note: This is a first
draft and will require
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Matching patients to clinical trials with large
language models
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Step 1: Retrieval

A 58-year-cld African-
American woman presents

to the ER with episodic
prasging/buming anterior THalGPT-
chest pain that bega Retrieval

n two days earier for the
first time in her life ...

- " Filterin
ClinicalTrials.gov 20k & D

Active US
trials on
ct.gov

Candidate
trials



Step 2: Matching

A, bE-waer-old African-
AMEerican Woman nresenis
to tha ER with apizadic
pressmgybuming anteriar
chast pain tha: begs
n v days earlier for the
first ime in her life . ..

20k

Active US
trials on
ct.gov

TriglaPT-
Matching

1k

Candidate
trials

Fine-grained

criterion-by-criterion
matching




Matching example

Inclusivn Criteria Explanativn Evideni Eligibility
Sentenes
k=
Age == 18 yaars The patient is 53 years old. which | O inzlnded
15 preiber Usan 13 vears,
Prior or suspected dumosts of malipuancy The patzent bas o poer diaguoss | O 1 lueled
of metastatic HE+ HER2+ Toeas)
CALICET
Brodn metasiases vasible oo contrasted magoelic 1esomuice The patient bas braw metastases 5 ane e
mazzer (R bram vasibbe vu MBI s mdicated by
the increase in leptomeningeal
enhancemant.
Eastern Cooperative Cucology Growp (BOOH0 The patienr’s BCOG perdaoomce | 7 e haded
performance sfams == 2 {Karnofiky = 605 srams is cnrrently 1, which iz fess
thaw or eqial to 2,

—

i
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TrialGPT-Matching Output




Step 3: Ranking

A sk-ymar-ald Africane
Amarican #aman prasemts
Lo the ER wilh epizadic
prassinghuming arenoe
chast pein that tega
r s days earier lor the
firsl hme in her life ...

ClinicalTrials.gov

TrialGPT- TrialGPT- TrialGPT-
Retriearal Matching Ranking

20k 1k
AC'tlve Us Candidate
trials on i
trials

ct.gov

Ranking
: 10

Recommended
trials



Ranking example

Patient ID: 1
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liirgeted Therpy Effcctivencss wills no exelusaa colema menlxesl.

| NCTO4219332 A Phasa |, First In Homan Stedv of TE-10552 in Subects || 83 The patient mssts the main dingnosis

With Belapsed o Befractony Locally Advancsd of
M=tastadic Solid Tumors

crirerion and several othes ke tnelnsion
critzria, ot there is usufficient infmmarion
oy cozan funetion acd abiity to provids
imlcrned el

Trial-level Score by
TrialGPT-Ranking



|"-.||H Mational Library of Medicine Logout

HOME DEMO Facp CODE & DATA ABOUT TRIAL MATCHING

TrialGPT: Matching Patient to Eligible Trials

Frimr 3 nalka to st miadching
Lhilaad af paste s et a1 el ki,
& Uplead (S8 o 1XT}
Select a site: Serd Resufts by Email;
HCLCID 12, = raniuk. rmanuboanimnib.goy Es

Blsclalmer: Trial informstion is sourced from Clinical Toalsgoe [sponsorsubmitted; the LUS. government does not revies or approve all listed studies]
TrialGrT results are for mformational purposas only and are not & datermnination of aligibility. Pleasa werify with the atudy team/clinician.






Questions?
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