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Roles for Clinical Registries  

Identify the Challenges:     

Define epidemiology and temporal trends 

in  community-based practice 

 

 Disease presentation 

 Risk factors 

 Prognostication  

 Treatment and utilization patterns 

 Patient outcomes 

 



Data Collection  

Paper          Electronic Data Capture          EMR 

Content 

Procedure           Condition           Broad Populations 

 

Time Perspectives 

Cross-sectional         Pt Follow-up        Linked to Claims 

Evolution of Clinical Registries 



Brazilian Society of Cardiology- 

National Registries 
Network of over 150 Hospitals 

www.cardiol.br 



 

 

CONTROLE DE QUALIDADE  

DOS DADOS 

Treinamento 

Monitoria 

Checagem 
Central de 

dados 

CRF eletrônico 

Controle de dados 



REGISTRO BRASILEIRO DE 
SÍNDROMES CORONARIANAS 

AGUDAS 





REPRESENTATIVIDADE 

5048 pacientes 

 

53 centros  brasileiros 

 

Seguimento clínico de 30 dias,  

   6 e 12 meses 

 



CURVA DE RECRUTAMENTO  

CUMULATIVA 
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5048 



 ACCEPT ACS Registry – N=2,485 

pts 

 Acute Coronary Syndrome Definition 



 ACCEPT ACS Registry – N=2,485 

pts 

 Medical Center Reimbursement Profile 



Taxas de Desfechos Clínicos no 
“Mundo Real” 



Evento Combinado 

6,7% 

9,9% 
10,3% 

4,0% 

6,5% 
7,1% 

0,0%

2,0%

4,0%

6,0%

8,0%

10,0%

12,0%

30 dias 6 meses 12 meses

SUS (N=1466) Saúde Suplementar (N=1418)

P = 0.0014 P = 0.0012 P = 0.0032 

SUS x PRIVADO-  

*Infarto, AVC ou óbito  



Diferenças Regionais 
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Óbito 

P = 0.0006 P <.0001 P <.0001 

SCA REGIÃO NORTE VS. BRASIL  



Evento Combinado* 
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P = 0.0039 P <.0001 P <.0001 

SCA REGIÃO NORTE VS. BRASIL  



Comparação entre Terapias no 
“Mundo Real” 

 
Efetividade Comparativa 



IAM COM SUPRA ST 
Óbito 

Angioplastia Primária X Trombolítico 



Padrões de Tratamento no 
“Mundo Real” 



IAM COM SUPRA ST 
Reperfusão 

64% 

36% 

0%

10%

20%

30%

40%

50%

60%

70%

Reperfusão Sim (n= 1017) Reperfusão Não (n= 563)



IAM COM SUPRA ST 
Evento combinado  

Reperfusão X Não Reperfusão 



IAM COM SUPRA ST 
Óbito 

Reperfusão X Não Reperfusão 



IAM COM SUPRA ST 
Preditores de Não Reperfusão 

Coeficient Estimated Standard error 
Odds Ratio 

(OR) 
CI (95%) P value 

Região (Sul) 0,024 0,162 1,024 (0,74-1,40) 0,883 

Região (Centro-Oeste) 1,056 0,526 2,876 (0,99-8,15) 0,045 

Região (Nordeste) 0,510 0,176 1,666 (1,17-2,34) 0,004 

Região (Norte) 1,560 0,226 4,761 (3,07-7,45) 0,000 

Idade (anos) 0,011 0,005 1,011 (1,00-1,02) 0,026 

IAM 0,361 0,156 1,435 (1,05-1,94) 0,020 

HAS 0,394 0,133 1,484 (1,14-1,93) 0,003 



Indicadores de Qualidade no 
“Mundo Real” 



INTERVENÇÕES BASEADAS  
EM EVIDÊNCIAS  



REGISTRO BRASILEIRO DO PACIENTE DE 
ALTO RISCO CARDIOVASCULAR- 

AMBULATORIAL 
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Recrutamento 

REACT 



Padrão de Utilização de 
Terapias Baseadas em 

Evidências 



MEDICAÇÕES 



USO DE TERAPIAS BASEADAS  

EM EVIDÊNCIAS 



Controle de Fatores de 
Risco/Indicadores de 

Qualidade de Diretrizes 



CONTROLE SOBRE  

FATORES DE RISCO  

(DIRETRIZES SBC) 

67,7% 

50,8% 

39,3% 

41,3% 

42,0% 

46,0% 

38,4% 

0,0% 10,0% 20,0% 30,0% 40,0% 50,0% 60,0% 70,0% 80,0%

Glicemia >= 110 (Em Diabéticos)

Hemoglobina glicosilada >=7% (Em Diabéticos)

LDL >= 100mg/dL (Em Diabéticos)

LDL >= 100mg/dL (Em DAP)

LDL >= 100mg/dL (Em AVC)

LDL >= 100mg/dL (Em DAC)

PA >=140/90 mmHg (Em Hipertensos)



Preditores de Eventos 
Clínicos (Prognóstico) 



EVENTOS EM 12 MESES 

2,1% 2,1% 
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USO DE TERAPIAS BASEADAS  

EM EVIDÊNCIAS X DESFECHOS 



Knowledge  

Development and Dissemination  

 

Support Post market Safety evaluation:   
 Identify rare side-effects  

 Off-label uses and outcomes 

 Identify late safety signals (beyond trials) 

 Drug-drug and drug-device interactions 

 

Comparative effectiveness in real world  

 

Dissemination and Quality Improvement 



Practice Evidence 

The Quality Gap 



Major improvements in CV Care 
will derive from the full application 

of what we already know. 

FUNDAMENTAL PREMISE 



Systematic review of guideline 

dissemination and implementation 

strategies 

Intervention Number of 

Cluster RCTs 

Median 

effect size 

Range 

Educational 

materials 

5 +8.1% +3.6%, +17.0% 

Audit and 

feedback 

5 +7.0% +1.3%, +16.0% 

Reminders 14 

 

+14.1% –1.0%, +34.0% 

Grimshaw et al. Cochrane EPOC Group 



34 Clusters (Public General Hospitals) including 1,150 consecutive 

patients with ACS 

I T T  

Concealed Randomization 

Multifaceted Quality 

Improvement Intervention 

(n= 17 clusters and 602 patients)  

Routine Practice 

(n= 17 clusters and 548 patients) 

Primary Endpoint: Adherence to all eligible evidence-based therapies during the 
first 24 hours 
 
Secondary Endpoints: Adherence to all eligible evidence-based therapies during 
the first 24 hours and at discharge,  composite EBM score, major cardiovascular 
events 

I T T  

Berwanger O et al. JAMA  2012; 307:2041-9 



Patient  Baseline Characteristics Intervention 

(n=602) 

Control 

(n=548) 

Male, no. (%) 413 (68.6) 376 (68.6) 

Age, mean±SD, yrs 62±13 62±13 

Diabetes, no. (%) 175 (29.1) 182 (33.2) 

Hypertension, no. (%)  433 (71.9) 402 (73.4) 

Dyslipidemia, no. (%) 216 (35.9) 162 (29.6) 

Cerebrovascular disease, no. (%) 53 (8.8) 48 (8.8) 

Current smoker, no. (%) 187 (31.1) 147 (26.8) 

Final diagnosis, no. (%) 

ST-elevation myocardial infarction 232 (38.5) 236 (43.1) 

Non-ST-elevation myocardial infarction 230 (38.2) 180 (32.8) 

Unstable angina 140 (23.3) 132 (24.1) 

Patient Baseline Characteristics  

Berwanger O et al. JAMA  2012; 307:2041-9 



Cluster Baseline Characteristics Intervention 

(n=17) 

Control 

(n=17) 

Cardiologist available at ED1, no. (%) 12 (70.6) 12 (70.6) 

Cardiac surgery team available 24 hours, no. 

(%) 
6 (35.3) 7 (41.2) 

Percutaneous coronary intervention capabilities, 

no. (%)  
7 (41.2) 7 (41.2) 

Baseline Rate of Primary Outcome (%) (48.4)  (46.3) 

Teaching hospital, no. (%) 14 (82.4) 13 (76.5) 

Chest pain protocol at ED1, no. (%) 13 (76.5) 11 (64.7) 

Volume of patients seen in the ED1 per month,  

median (25th, 75th) 

4537 (2698, 

13485) 

4175 (1000, 

10500) 

Cluster Baseline Characteristics  

1Emergency department  



BRIDGE-ACS tools Inspired by 

Aviation Security Procedures 



Multifaceted Quality Improvement Intervention 

“Chest Pain” Label 

Checklist 

Colored Bracelet (according to the 

risk stratification  

Case Manager 

Pocket Guidelines 

Poster 

Colored Bracelet (according to the 

risk stratification  



67,9% 

50,9% 49,5% 

31,9% 

0,0%

10,0%

20,0%

30,0%

40,0%

50,0%

60,0%

70,0%

80,0%

Adherence to all acute  evidence-
based therapies

Adherence to all acute and discharge
therapies

Intervention Control

Results 

ORPA = 2.64 (1.28–5.45)  ICC =  0.32 

 
 

 

ORPA = 2.49 (1.08–5.74)  ICC =  0.36 

p = 0.01  p = 0.03  

Berwanger O et al. JAMA  2012; 307:2041-9 



Ensaio clínico randomizado em cluster, para avaliar o aumento do uso de práticas 
baseadas em evidência para prevenção cardiovascular através de uma estratégia 

multifacetada.  



ESTRATÉGIA MULTIFACETADA 
  

Randomização central 

 

Seguimento em 06 meses 

 

Seguimento em 06 meses 

 

TRATAMENTO USUAL 
 

 

Desfechos 

 Desfecho primário: Aderência às estratégias baseadas em evidência (estatinas, aspirina, 
IECA). 

 Desfecho secundário: redução na ocorrência de eventos cardiovasculares 

Admissão 

 

Admissão 

Seguimento em 12 meses Seguimento em 12 meses 

FLUXOGRAMA DO ESTUDO BRIDGE- CV 

 

 

 

  

 

 

    

 

 

 

 

 

 

 

 

 

 

Ensaio Clínico Randomizado em Cluster 

 



 Ferramenta de suporte 
a decisão Clínica. 

 A disposição para 
consulta na mesa de 
atendimento. 



 Etiquetas de 
sinalização. 

 Alertar ao médico pontos 
importantes  para o 
tratamento do paciente. 



 Formulário de 
gerenciamento. 

 Utiliza pelo Case 
Manager. 
▪  (Atividade—Gerenciar a 

melhoria de prática clínica, 
através de carisma e 
persuasão, deverá motivar 
de forma educada e não 
repressora, o uso, na sua 
instituição, das terapias 
comprovadamente eficazes 
descritas no protocolo) 



 Material de consulta 
rápida para o Médico e 
Case Manager. 
 



 Folheto paciente. 

 Utilizado para o controle 
pessoal do paciente e 
para lembrá-lo das visitas 
de seguimento. 



 Folheto estilo de vida. 

 Informações importantes 
para aquisição de hábitos 
saudáveis. 
▪ Atividade Física 

▪ Dieta 

▪ Tabagismo 



Weaknesses 

Strengths 

 Correctly designed studies with adequate power are gold standard 

 Extinguishes confounding 

 Expensive  

 Highly selected populations due to exclusion criteria 

 Often selected specialized study centers 

 Often surrogate endpoints  

 Long time to plan and complete 

 Often sponsored by industry- only studies with economic interest will be 

performed 

Randomized Clinical Trials-  RCT 

SWEDE              HEART 



SWEDE           HEART 

Data entry on line by the 

operator 

Registry based Randomized Trial  

Automatic linkage with 

population registry 

Automated data checks 

Clinical background and prior CV disease 

Personal data 

Angiographic background data 



 

Two questions need to be 

answered: 

 

Did the patient consent orally? 

Are inclusion and no exclusion 

criteria met? 

Did the patient consent? 

Are inclusion and exclusion crieteria met? 



 

 

 

 Information for consent 

Did the patient consent? 

Are inclusion and exclusion crieteria met? 



Randomized 

All primary PCI:s 

7244 patients 

TASTE  inclusion rate 

Date 

Patients 



All patients with STEMI in Sweden and Iceland undergoing  

primary or rescue PCI. N=11 709 *) 

Enrolled in TASTE 
N=7259  

N=3621 assigned 

to thrombus aspiration 

N=3399 underwent 

thrombus aspiration 

N=222 underwent 

conventional PCI 

TASTE  trial enrollment flow chart 

Not enrolled  

N=4697 

N=3623 assigned 

to conventional PCI 

N=3535 underwent  

conventional PCI 

N=1162 underwent 

thrombus aspiration 

N=3445 underwent 

conventional PCI 

N=178 underwent 

thrombus aspiration 

N=3621 were 

followed up 

N=3623 were 

followed up 

N=1162 were 

followed up 

N=3535 were 

followed up 

Enrolled in Denmark 

N=247 

Erroneous 

enrollments  

N=15 

Randomized in TASTE 
N=7244  



 New concept for clinical research 

 Combines the advantages of a clinical registry and 

randomized study 

 Complement to classical RCT –No substitute  

 

R-RCT vs. classical RCT  

RRCT 

Evaluation of therapeutic 

options available/used in 

routine clinical care 

 

RCT 

Approval of new 

pharmaceutical agents and 

medical devices 



An Old Tool…An Evolving Technology 

 Registries are an important means to quantify our 

collective experiences… 

 Supporting scientific discovery 

 Improve dissemination of evidence based practice 

 Registries are rapidly evolving… 

 Larger 

 Richer data 

 Longitudinal, linked 

 Applications are also expanding… 

 Supporting CER, trials 

 Quality assessment and improvement 

 Patient and provider decision-support  


