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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

CHALLENGING SCENARIO

=

Lack of support for Lack of tools for
research activities & electronic data
data management collection

Lack of Data Lack of IT
Protection, Storage infrastructure &
and Security Policies support
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

DISRUPTIVE SOLUTION

-
Inconsistences Reports Stats & Charts Dashboards
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

STEP 1 — DATA MANAGEMENT PLAN

Data Creation _L Data Collection
- Identify which data will be collected, /-*"'/ TN - Collect data from experiments
how it will be organized, and surveys
documented and stored - Online and off-line methods
- Consider specialized taxonomies for i
database design
—d ®® .

|
Data Sharing!

. Data Management
- Knowledge transfer, publishing and""‘-‘,ﬂ

sharing policies

- Ensure data is discoverable and

accessible for re-use \B\

Data Analysis

/ - Data quality monitoring in real

" time

- Qutliers, missing values and
inconsistencies

i

- Data visualization and analysis
- Verification, insights, discovery
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

STEP 2 — DATABASE DESIGN
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Eligibility Baseline Intervention / Follow-up Outcomes
Observation

¢ Inclusion criteria e Demography ¢ Treatments * Follow-up visits ® End-points
* Exclusion criteria * Medical history * Exams » Complications * Losses and exclusions
e Comorbidities e Evaluations » Adverse events e Deaths
e PROMs » Study closing

Standardized CRF allowing the reuse across different studies
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

STEP 3 — PERSONEL TRAINING

Data Collection Data Management
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

STEP 4 — DATA INTEGRATION

gave data —

aave data =
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

STEP 5 — DATA QUALITY MONITORING

) . e
g /. Data validation E E /. Data Quality -
g % &
§ e Branching Logics | o Reports c e Data Syntaxes
< o 5 e Stats & Charts g o
g | °Treining = | Data Quality g | °Trening
c -% e Data Queries (DRW) 5
S K- Training / o

D o

Data Stats & Charts

EDCap

Data Reports Data Quality Data Queries (DRW)

Data Quality Monitoring
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CARDIAC PACING REGISTRY FRAMEWORK

OPEN G ACCESS Freely available online @ PLOS o~

Glocal Clinical Registries: Pacemaker Registry Design and
Implementation for Global and Local Integration -
Methodology and Case Study
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CARDIAC PACING REGISTRY FRAMEWORK

Pacemaker Registry

Planning
Data Standards Registry Work flow
ACC/AHA, NCDR, representation through
CDISC, HL7 UML activity diagrams
REDCap

Electronic CRFs

1N

REDCap tools
Data validation

User rights
Logging management
E-signature
Calendar/workflow

File repository

Electronic Data ~. |
Capture - }

Personnel training for
data collection

Registry Database
-Cloud Repository-
(anonymized data)

Data
Dissemination

l l | l

Electronic medical
records
Government database
Linked Open Data
Collection

Data Integration - Data Quality —{ Data Analysis |—

Automated data Automated analysis of

quality control reports data set generated Redisiwehpage

'% DCa PLOS ONE 8(7): €71090. doi:10.1371/journal.pone.0071090
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CARDIAC PACING ADVERSE EVENTS PLATFORM

Developing an Adverse Events Reporting System to Measure Real-World
Outcomes of Cardiac Implantable Electronic Devices

aya, Giovanna Melo, Jacson Barros, Igar Machadb, Jose Mario Baggio
Carlos Eduardo Batista de Lima, Martino Mariinglli Filho, Roberto Costa

Katia Rc-gmd da Silva, Lucas Bassoll
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Heart Institute — Sao Paulo Medical School — Univers ity of Sao Paulo, Brazil & Research Center Collaborators

RESULTS

CEDAERS Features Summary of Adverse Events

PURPOSE

By using a web-based Adverse Events Reporting System

(AERS) specifically designed to assess longitudinal CIED CGEOAFRS y S ——————— 100 . -
outcomes, we aimed: STEPS ‘ o N=3430 Ne— o o
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» CEDAERS Terminology
= MedDRA terminology
= SNOMED-CT standardized cardiovascular vocabulary

Adverse Event Study Workflow
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Predictors for complications
Older Patients, NYHAFC IV, Presence of AF, Multiple Comorbidities,
Ventricular Dysfunction, CRT-P, Reoperation Procedures (P<0.01)

CONCLUSION

18.6% outor 3,480 patients had been hospitalized within the first 12 months
Overall Ratio Causes

139 A e I
won-carsiac causes [N =
cienapincion [ 1

aoynria [ =

1 6 12 ciEpinkcion I 1%
Follow-up {months)

This Prospective Registry that included 3,480 patients

followed-up by 12-months showed:

Complications rate was similar with previous studies
8.1% device related
Re-hospitalization was frequent (18.5%)
Main cause = HF decompensation
Allcause mortality was high (5.5%)
+ 0.9% devicerelatd
+  Higherin CRT-P patients
Clinical implications
+  CEAERS isa flexibleand suitable solution o perform the reporting
and monttoring ofadverss eventsin multice ntersetings
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CARDIAC PACING ADVERSE EVENTS PLATFORM

University of Sao Paulo - Brazil

iAdminislralive and Billing Clinical Master Patient i WAN
Database Database Index : — - — Security Access
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CARDIAC PACING & REDCap: PUBLISHED PAPERS

Efficacy, Safety, and Performance of Isolated Left vs. Right Ventricular
Pacing in Patients with Bradyarrhythmias: A Randomized Controlled Trial

Elizabeth Sartori Crevelari, Katia Regina da Silva,™ Caio Marcos de Moraes Albertini, Marcelo Luiz Campos Vieira,

Martino Martinelli Filho, Roberto Costa
Instituto do Coragdo (InCor) do Hospital das Clinicas da Faculdade de Medicina da Universidade de Sio Paulo (HCFMUSP), Sio Paulo, SP — Brazil

Usefulness of preoperative venography in patients with cardiac
implantable electronic devices submitted to lead replacement or

device upgrade procedures

Caio Marcos de Moraes Albertini," Katia Regina da Silva," Joaquim Mauricio da Motta Leal Filho," Elizabeth Sartori
Crevelari,’ Martino Martinelli Filho,” Francisco Cesar Carnevale,” Roberto Costa’

Instituto do Coragdo (InCor) - Faculdade de Medicina da Universidade de 5io Paulo,’ Sio Paulo, SP — Brazil

Hospital das Clinicas da Faculdade de Medicina da Universidade de Sdo Paulo,” 5do Paulo, SP - Brazil

Minimally Invasive Epicardial Pacemaker Implantation in Neonates
with Congenital Heart Block

Roberto Costa,’ Katia Regina da Silva," Martino Martinelli Filho,” Roger Carrillo?
Instituto do Coragdo (InCor) do Hospital das Clinicas da Faculdade de Medicina da Universidade de Sdo Paulo,” 5io Paulo, SP — Brasil;
University of Miami - Miller School of Medicine,” Miami - USA
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CARDIAC PACING & REDCap: PUBLISHED PAPERS

Complications after Surgical Procedures in Patients with Cardiac
Implantable Electronic Devices: Results of a Prospective Registry

Katia Regina da Silva, Caio Marcos de Moraes Albertini, Elizabeth Sartori Crevelari, Eduardo Infante Januzzi de
Carvalha, Alfredo Indcio Fiorelli, Martino Martinelli Filho, Roberto Costa
instituto do Coragdo (fnCord do Hospital das Clivecas da Faculdade de Medioina da Universidade de 580 Paulo (HCPMIUSP), 580 Pauln, 5P — Braadl

Functional Capacity of Patients with Pacemaker Due to Isolated
Congenital Atrioventricular Block

Roberto Mércio de Oliveira Junior, Kitia Regina da Silva, Tatiana Satie Kawauchi, Lucas Bassolli de Oliveira Alves,

Elizabeth Sartori Crevelari, Martino Martinelli Filho, Roberto Costa
Instituto do Coracdo do Hospital das Clinicas da Faculdade de Medicina da Universidade de 830 Pawlo (InCor/HCFMUSPL, 530 Paulo,

SP - Brax!

Quality of Life and Functional Capacity after Long-Term
Right Ventricular Pacing in Pediatrics and Young Adults

with Congenital Atrioventricular Block

KATIA REGINA DA SILVA, R.N., PH.D.,*,+ ROBERTO COSTA, M.D., Pu.D..+

ROBERTO MARCIO DE OLIVEIRA Jr., M.D..# MARIANNA SOBRAL LACERDA, R.N..§
ADRIANA T UN HUANG, R.N..§ MARINA BERTELLI ROSSI, RE.M..%

ELIZABETH SARTORI CREVELARI, M.D.,* WAGNER TETSUJI TAMAKI, M.D., Pu.D.,t
MARTINO MARTINELLI FILHO, M.D., PH.D..j and RICARDO PIETROBON, M.D., PH.D.*
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IMPLEMENTING A DATA MANAGEMENT INFRASTRUCTURE

SCALABLE INFRASTRUCUTURE

Data Acquisition Data Management Data Analysis

Hospital

Data collection at
the point of care
* Online

* Off-line
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CARDIAC PACING & REDCap

SCIENTIFIC CONTRIBUTIONS

More than 8,000 Supports all research
patients included in domains
our studies '
EE :
o [
REDCap - = i
Repcap

Streamlines process
for collecting and
managing data

Data Protection, Storage Increases Production

and Security 15; ?:):tclnj:l_-?:is

/ 5 PhD thesis

5 research grants
53 presentations




CARDIAC PACING & REDCap
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