8905 Lo BACKGROUND STUDY DESIGN

S Do = Secondary real-world data (RWD), such The RWD identification and evaluation involved three-steps:
Feas I bl I |ty Of o as electronic medical records (EMR), m Step 1 Data landscaping: identification of potentially relevant RWD and shortlist sources.
- patient registry data or C|a'm§ data, can be m Step 2 Qualitative assessment: evaluation against three critical go/no-go criteria.
U si n Seco n d a us_eq to cc?mplemept the evidence from m Step 3 Quantitative assessment. quantify Alzheimer’s disease (AD) or mild cognitive impairment (MCI)
g ry 2l Ly contont presented at clinical trials and fill knowledge gaps. person counts and completeness of key treatment, monitoring (e.g., MRI), and safety event capture using
D t b F Tgmpgkdft:hm:pty These data sources are often large and analog products (matched on administration route, setting, monitoring requirements, and frequency of use).
a a aseS Or ovners readily available but can have limitations Analogs were used as proxies for AT Ts due to the absence of ATTs in the data at the time of evaluation.

such as variable availability and limited
clinical interpretation.

Secondary RWD could generate RWE to

support ATT research needs, such as: Step 1: Data landscaping Step 2: Qualitative assessment Step 3: Quantitative assessment

— Safety risk from rarer outcomes, such
as anaphylaxis and intracerebral

RWD feasibility assessment
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haemorrhage. a) Search strategy: combine disease, Critical criteria (go/no-go): a) Number of persons with AD/MCI in the data
Brenda N Baak'2, Mateo Delclaux Rodriguez- - Receipt of pre-treatment evaluations ?eograpfgcilmagdfdatts Sfurtcieospecific a) Data source captures sufficient public source |
Rev3. Temitobpe C Adebavo-0io3. Christobh such as APOE4 genetic testing, amyloid erms in Fubiiéea tor the fast 10 years and/or private healthcare data in line with  b) Number of persons with a record for an
y’ ] P Yy ]O~, P testing and MRI screening. b) Desk-based research: identify fassm:]m&tlTops on national reimbursement antithrombotic medl.catlon |
Abe1,4, Alexandre Thore|3, Selena Ash|ee3, = _ : a MRI L. conference publications, disease-specific or.t. & _ _ o . ¢) Number of persons with a record for a list of
1 3 — Receipt of post-dosing monitoring. registries, claims data, and national health b) Ability to identify administration of the predefined safety events
Jetty A Overbeek y Meena Venkatachalam y . . : databases that may not have been ATT within the data source and study d) Number of persons treated with analo
. — Patient demographics and baseline . ) Oer; _ g
Krista M Schroeder? inical ch teristi published period products similar to the ATT with the
) : clinical characteristics. c) Full-text review exclusions: geographical c¢) Key variables are captured, including following data included:
I-PHARI_\:IO L'}St'tﬁttetfﬁr B"tjr? Olutcdomes Research, part of — Treatment characteristics, such as (sjcc:pe,tlaccj:k tof RVV(D and/lgr'selc;:)pc:aryh ! gsgf:étz:pfgtgoann(irgz’:?noeg':f(;:):;c;:,c ;:élrn;ct:acls - Drug name recorded
umanity, Utrecht, the Netherlanas. , ata, study types (e.g., clinical trials, cha ization, istics, ) : . :
2AIzhei Center Amsterd N | Vriie Uni toit treatment duration and treatment dose. reviews ,etc.) or non-English publications dates of drug administration, receipt of gose Otf gr.stfad.mlnlstratlodn rdecorded
: . - - - Repeated infusions recorde
A Zheimer Lenter Amsterdam, eu_ro ogy, Vrije Lniversitel This work utilized a structured framework d) Select RWD sources for the respective indgingitests a_nd ':ecords SRR O :
msterdam, Amsterdam UMC location VUmc, Amsterdam, . . . e o Enhancement criterion: - Follow-up data at 6, 12, and 18
to identify secondary RWD in the UK, markets for a pre-specified qualitative o
the Netherlands. Brazil. and EU and evaluate which were in-depth assessment based on their d) Imaging results are available to support months after analog initiation
3Lumanity, London, United Kingdom . ’ , suitability for safety studies amyloid positivity and amyloid-related
? ? : flt-for-purpose for research into RWE imaging abnormality assessments
4Karolinska Institutet, Department of Clinical Neuroscience, needs of ATT therapies.
Stockholm, Sweden.
SEli Lilly and Company, Lilly Corporate Center, Indianapolis, o o _
Indiana. USA. RESULTS Available Table 1. RWD sources that passed Step 7 and were selected for qualitative and quantitative evaluation
Sponsored by Eli Lilly and Company Partaly avaiebi UK Brazil France Germany Sweden
United Kingdom Notavailable Arcturis RWD Network TriNetX SNDS InGef S;zz‘;’l";e:’i";’tes;h
OBJECTIVE m CPRD-HES and the Arcturis RWD Network were Data type EMR (secondary care) EMR (secondary care) Claims Claims EMR/disease registry
evaluated under the assumption of eventual public . . . . . . Data from ~50 Data from 100% of
: i : : : . : . Size >12 million unique 19 million patients 67 million (99% of statutory health memory clinics and
mlo Identlfy secondary real-world data (RWD) IN reimbursement in this region. CP_R_D'HE_S did not longitudinal patient records  (~10% of population) population) insurance companies  78% orimary care
three geographies (United Kingdom (UK), Brazil progress beyond Step 2, as administration of ATTs S5 5 Kay PASS Variahi & primary
. ’ ’ could not be identified due to missing drug names. e varanies
and the European Union (EU)) and evaluate the | o | Patient demographics (e.g., age, sex) Available Available Available Available Available
identified RWD’s fit for purpose for Conducting real - Tpe Arcturis R,[V]YD tT]etVl\Jl&rkTmslt a:' criteria at the time Medical history (e.g., Down syndrome) Available Available Available Available Available
. : - Oor assessment 10r the abie 1). : :
world evidence (RWE) studies on amyloid- ( ) APOE testing observed Currently notroutine - Gurrently not roufine _— Available
targeting therapies (ATTs) Brazil — —
arge g P ' _ _ APOE testi | Currently not routine Currently not routine Availabl
= TriNetX and DATASUS were assessed with the LRI, sl oractice oractice Valiabe
assumptlon that d pnvate care source was reqU|red Step 2: Clinical characteristics,
CONCLUSION DATASUS, representing the public healthcare imaging and biomarkers
system, failed Step 2 due to reimbursement MRI/CT/PET scan observed Available Available Available Available Available
-Existing Secondary RWD are available and could be coverage limitations. MRI/CT/PET scan results Unstructured format Unstructured format _— Study-specific
: PP : CSF test observed Available Available Available Available Available
i m TriNetX met all criteria for Brazil (Table 1).
U?Gd .tO.SUPpOI’t research on PErsons USIng_ATT_S’ ] ( ) CSF test results Unstructured format Unstructured format _— Study-specific
with limitations due to data structure or availability. European Union Step 2: Treatment characteristics
. : m France (SNDS, HUGO), Germany (GePaRD, InGef, Able to identify ATT infusion Available Available Available Available Available
.ThIS_StrUCtured’ multll-step asse.ssment framework NTD), the Netherlands (PHARMO), Sweden ATT administration dates* Available Available Available Available Available
prO\_”de_S_ a systematic evaluatlor_l of.c.jata (SveDem + Swedish Health Registries), Spain (VID,  ATT dose Available Unstructured format Available Via procedure codes Available
availability, completeness, and suitability for ATT SIDIAP), and TriNetX (EU-wide) were assessed with | Step 2: Safety events
research across diverse healthcare systems globally. the assumption of public reimbursement. HUGO, Intracerebral haemorrhage Available Available Available Available Available
GePaRD, NTD, PHARMO, VID and TriNetX (EU) Hypersensitivity Available Available Available Available Available
failed Step 2 due to long data lag time or insufficient ARIA-E/ARIA-H Unstructured format Unstructured format [ INOUGVEIIGDICHIN MIMINOUGVAIGDIGNIN  Study-specific
’ coverage balance. SIDIAP was not progressed Date of event Available Available Available Available Available
. beyond Step 2, as it cannot identify ATTs and safety
Luﬂr]qnlty P H A R M O events in secondary care. Counts of persons with AD/MCI Available Available Available Available Available
e s Counts of antith boti ' ' '
= SNDS, InGef, and SveDem met all criteria (Table 1). ounts of antithrombotic use Secondar.y care only Secondar.y care only Ava!IabIe Ava!IabIe Ava!IabIe
Counts of safety events Available Available Available Available Available
Disclosures: BNB, CA, and JAO are employees of the PHARMO Institute, part Counts of patients with analo _ . : _ _
of Lumanity, an independent research institute that performs financially supported medicatior? J Available Available Available Available Available
Alzheimer’s Association International Conference 2026: studies. MDR, TCAO, AT SA and MV are employees at Lumanity. KMS is an
’ employee and stockholder of Eli Lilly and Company. *Discontinuation dates can be estimated based on treatment gap rules, but reason for discontinuation is unavailable.
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