InSite Champion Programme &
European Medical Informatics Framework

Initiatives

Miguel-Angel Mayer MD PhD MPH PGDip Stats
@mmayerp
Research Programme on Biomedical Informatics (GRIB)
Instituto Hospital del Mar de Investigaciones Médicas (IMIM)
Universitat Pompeu Fabra (UPF)

Universitat §£ ‘ i
upf.| Pompeu Fabra &GRIB s SEer a
Barcelona S Graes L _Bd

Innovative Medicines Initiative



File Edit View History Bookmarks Tools Help = &3 X

%@ Insite X Ieg

< > C @ @ & htips://www.insiteplatform.com e @ W Search i\ 3774 JN D

:.lnSIte Home News Compliance AboutUs Jobs Getin Touch

< v o A -
oy \ v N ./ - =
v M * Ad ol .
A . m e v 3
8 IR TR R
\ - iy

The Largest European el
‘Live Clinical Data Network -

’.
o~ - ehr e

PR

InSite is an innovative platform that enables the trustworthy re-use of Electronic Health Records (EHR) data for research. InSite
facilitates the collaboration between clinicians and researchers and aims to maximise the output of clinical research through new

echnology. https://www.insiteplatform.com/

InSite is supported by a community of clinical sites that want to maximise their involvement in clinical research with academic
and industry research organisations.

A Industry Hospitals = Academia



e® InSite

InSite is a secure service platform built on a network
of connected health care organisations

InSite offers a harmonised view on heterogeneous
clinical data sources through easy to use applications

InSite is a service of CUS T_OEM

InSite supports clinical research of
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The EHR4CR project

* EHRA4CR - Electronic Health Records for Clinical Research FOI more information:
* 4+1 year project (2011-2016), 35 partners, budget >17M€ http://www.ehr4cr.eu/

* ObJeCtlveS & Scope mm Electronic Health Records N’;?;
. for Clinical Research ™
* Provide a scalable platform for trustworthy re-use of EHR P R
data to support innovation in clinical research and
healthcare operations

* Unlocking Real World Data for optimising clinical trials

e Status

* Initiating a EHR4CR Champion Programme, connecting
hospitals to an operational platform, building up
experience with pharma

* Established the European Institute for Innovation through
Health Data — an independent governance body f * °

Innovative Medicines Initiative



Parc Salut Mar Barcelona

IMASIS: Multicenter Hospital Information System

@Hospital del Mar

@Hospital de I'Esperanca

@Centre Emili-Mira
@Centre Forum
@Centre Peracamps (ER)
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IMASIS-2 Database (Parc de Salut Mar)

1,467,493 > Patients in the System

Patients with at least

one diagnosis code in:
Admissions

Emergency room
Outpatient Consultations
Major Ambulatory Surgery

Database last update July 2017



IMASIS and IMASIS-2

Data anonymization process

C Ol |

EHR > >| Reports,
Aggregated

PSMAR I IMASIS-2 ”| Data &

(IMASIS) Analysis
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Patient identifiable (pseudo) Anonymized data
information

Parc Salut Mar Barcelona Public




& Home - EMIF

€ O www.emifeu ¢  Q Search

EMIF EMIFINPRACTICE ~  RESULTS ~ NEWS~  CONTACT

EMIF — European Medical Information Framework
One Platform for data discovery, assessment and (re)use

2] Registries Alzheimer’s

i- and cohorts

Identity predictors of Alzheimer’s

Disease (AD) in the pre-clinical
and prodromal phase

@ Primary care
@ Regional record-

linkage systems
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Identify predictors of metabolic
1& Administrative complications in obesity
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Access the EMIF Data Catalogue here

Recent News




( EMIF-Platform Information Framework
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Local Install

All connections
initiated by node

Firewall / Filters |

wjf. l I

Aggregated results only

No individual
patient data leaves
de hospital
environment

The only information
that leaves the hospital
is an aggregated
patient count which
entails no privacy risk



InSite central platform screenshot

PFS Authoring criteria (queries)

Recruitment Dashboard © Custodix 2015 Demo User

Feasibility Dashboard

My team

e 1+ AnEHRICR
.. |nS|te Service Platform
| Feasibility study overview | Oncology, Castleman's Disease | Full protocol | Version1 : Query Builder

linical con | .
C Ca. CO Cept body d Protocol Builder T remove criteria B save m
quick search

+ Add criterion

all(2203)  Clinicalfindings (9) | Diagnosis (1252)  Procedure (942)

(123037004) Body structure . ) .
ble and symptomatic MCD proven by biopsy and confirmed by central pathology review.

is defined clinically by the presence of symptoms with NCI CTCAE grading »= 1 that are attributable to the disease, and for which treatment is indicated. Subjects are required to have measurable disease,
ted to cutaneous lesions. Laboratory abnormalities (eg, elevations in acute phase proteins [QRP. fibrinozen] and increased ESR) in the absence of clinical sumotoms do not aualifv as sumotomatic disease.

(248326004) Body measure
(27113001) Body weight

(301857004) Finding of body region

(363804004) Body weight characteristic

(363808007) Body weight measure

(363810004) Body composition measure

(50373000) Body height measure

(60621009) Body mass index
3 F01-F99 Mental, Behavioral and Neurodevelopmental disorders
[ 600-G99 Diseases of the nervous system
3 HO00-HS9 Diseases of the eye and adnexa

3 Years old

u he following events

Last recording of Neutrophils # Bld Less than 1 10*3/mm"3

Designing feasibility queries (i.e.
eligibility criteria )

The following events:
last recording of Neutrophils # Bld Less than 110*3/mm"3
or last recording of Platelet # Bld Less than 75 10™3/mm"3
or last recording of AST SerPl-cCnc More than 2.5 x ULN
or last recording of ALT SerPl-cCnc More than 2.5 x ULN

or last finding of ECOG performance status - grade 5

) or | last recording of Platelet # Bld Less than 75 10"3/mm"3 or last recording of Creatinine [Mass/volume] in Serum or Plasma More than 3 mg/dL
[ H60-H95 Diseases of the ear and mastoid process
] . happened at most 4 Weeks before now
[ 100-199 Diseases of the circulatory system or | last recording of AST SerPl-cCnc More than 2.5 x ULN
e .
Clln Ica/ 0 J00-)99 Diseases of the respiratory system The following events:
[ K00-K95 Diseases of the digestive system or | last recording of ALT SerPl-cCnc More than 2.5 x ULN last finding of ECOG performance status - grade 3
3 L00-L99 Diseases of the skin and subcutaneous tissue . . . or last finding of ECOG performance status - grade 4
Concep ts to or | last recording of Creatinine [Mass/volume] in Serum or Plasma Less than 3 mg/d]

design queries
with

(ICD, LOINC,
SNOMED, etc.)

3 MO0-M99 Diseases of the musculoskeletal system and connective
tissue

[ N0O-N99 Diseases of the genitourinary system
1 000-09A Pregnancy, childbirth and the puerperium
[ P00-P96 Certain conditions originating in the perinatal period

[ Q00-Q99 Congenital malformations, deformations and chromosomal
abnormalities

3 RO0-R99 Symptoms, signs and abnormal clinical and laboratory
findings, not elsewhere classified

0 500-T88 Injury, poisoning and certain other consequences of
external causes

[ V00-Y99 External causes of morbidity

[ 200-299 Factors influencing health status and contact with health
services

[ Medication [ATC]

happened At Most 4 Weeks before now

+Add

[ Procedure [ICD-10 (procedure codes)]

happened at most 5 Months before now

last diagnosis of Human immunodeficiency virus [HIV] disease

last diagnosis of Malignant neoplasms of lip, oral cavity and pharynx

or last diagnosis of Malignant neoplasms of digestive organs
or last diagnosis of Malignant neoplasms of respiratory and intrathoracic organs

o
‘n

last diagnosis of Malignant neaplasms of bone and articular cartilage

o
|p

last diagnosis of Malignant melanoma of skin

last diagnosis of Merkel cell carcinoma

last diagnosis of Malignant neaplasms of mesothelial and soft tissue
last diagnosis of Malignant neoplasms of breast

oong
|D‘D|D|D

last diagnosis of Malignant neoplasms of female genital organs
last diagnosis of Malignant neoplasms of male genital organs

o
|u

- . or last diagnosis of Malignant neoplasms of urinary tract
[ Demographics [SNOMED Clinical Terms] EXCLUSION CRITERIA . . . .
or last diagnosis of Malignant neoplasms of eye, brain and other parts of central nervous system
[ O Laboratory [LOINC] . N . . .
I . 1. last diagnosis of Human immunodeficiency virus [HIV] disease or last diagnosis of Malignant neoplasms of thyroid and other endocrine glands
[ Clinical finding [SNOMED Clinical Terms) - S . . . . . e
or last diagnosis of Malignant neoplasms of ill-defined, other secandary and unspecified sites
2 oo ding £ alignans L £ | cavity and ob or last diagnosis of Malignant neuroendocrine tumors
or last diagnosis of Secondary neuroendocrine tumors
or last diagnosis of Multiple myeloma and malignant plasma cell neoplasms

o
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Benefits for Hospitals

Attract More Clinical Get Free Access to Software
Research

Resulting in: + Participating sites get

+ Better patient care access to software for local
« New revenue streams use

« Champions will get premium
versions for free

Remain in Control

Be part of an EU community:

+ Steer the future of EHR
data reuse

+ Always determine how your
data is used



Beyond the Champion Programme

Hospitals ~ Clusters

‘InSite aims to become the central
hub where sponsors, care givers and
service providers meet up to initiate

clinical trials.”
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s® InSite
IN SHORT:

* No personal data (of patients) is sent, stored on or
processed by the central platform

 All sensitive processes run inside the hospital, under
full control of the hospital

* InSite supports pseudonymisation of the data in the
local hospital data warehouse

* |InSite packs privacy enhancing technology such as
“small cells restriction”, which can be configured by
hospitals to match their local privacy policies

i~ah) QS4RI/



Relative frequency of the top 50 diagnoses and year of birth
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Contact

Miguel-Angel Mayer

YW @mmayerp
e-mail: miguelangel.mayer@upf.edu
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