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Osrregistos| de doentepdtient registries)
como imstrumentesidesuporte
a praticacclinica; a-gestao/adminisitacsa
e asrpoliticas/cde:saude

Prof. Doutor Anténio Vaz Carneliro
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Faculdade de Medicina da Universidade de Lisboa
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Esquemala comumnicacao

A Definicdodo que é umregistode
doentes(RD)

A Utilizacdegotenciaisdos RDs

ATaxonomiaglos RDs

ADesenhade um RD

AExemplosie usospraticosde RDs.
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Definicaodo que € um RD
- AHRQ2010

A A patient registryis an organized system that
uses observational study methods to collect
uniform data (clinical and other) to evaluate
specified outcomes for a population defined
by a particular disease, condition, or exposure
and that serves one or more predetermined
scientific, clinical, or policy purposes.
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Cyclecopatient registries o Q|

Concept > Clinical
Evio ence\

Guidelines
Clinical
Outcomes registries
\ / Performance
Quiality Indicators
Improvement
Initiatives \ ' /
Measurement
+ feedback

CaliffRM, PetersoiD etal. JACC 2002;40:18991 EMBE




Estruturabaseddodesenhodo RD

Questaode investigacao

Recursos
Exposicoee resultados
Origemdos dados

Desenhado estudo
Populacéaodo estudo

Amostragem
Dimenséoe duracéodo
estudo

-« Validadeinterna e externa

Z
>

Quaissaoasquestdesclinicasou epidemioldgica®
Querecursogfinanceiros humanos doenteg estdodisponivei8

Como &ueasquestbesclinicassetraduzemem exposicoe®
outcomesmensuraveis

Ondesepodemencontrarosdadosnecessario?

Quetipos de desenhopodemsermaisapropriadospara
responder eguestaocolocad®

Quetipos de doentessaonecessariosecrutar e comose
seleccionarfd Eprecisogrupode comparaca@

Comodevemosdoentesserseleccionadoparainclusaona
amostre?

Quantotempo eem quantosdoentessedevemcolherosdados?
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. GQuantas coneultss tave com medicos ou outros proflsslonals de sadde anfre 1 s Julho a 31 de .
Dezambro de 20087 5 ndo teve conaultas durants eate bamps com o proflesional referido, por favor
cologue um ¥ na calda da coluna oo 0.

O ]1-2 | 3£ |5-5] 75| =8 0 J1-2 |34 |5€ |7-8B | =&
Reumaisioglsia O |0 |0 |0 |0 |O| sscterapeuta, skt cu Oof(Oo|o|o|o
Wi de Earil - Medicira Ocupacional
o de Famila ou Cinloo Gera
ou kiSdiog de Megicing interna oo (o |ojo Dtz mddicos
Gasirenizroioglsta (Dematcicgkia Oo|jo|oj|jo|(o|o
(=zpecinizha ;:;:HICm:J:i O |0 |0 |0 |0 0O | curgdo Geral, Uoioglzta,
ou dos Inestiros) Srimpedisia Cardologista)
Cutros profissionals de saude
Chiropracior&iedicn que faz h
manigulagles nos ossos o|o|o|ofo (o 'iisé:'“r'le seci, Facocge, | O (OO 000 O
Enfermera)l
ostzopata

Enitra 1 da Julho 8 31 s Dezamibno de2idd quantss vezss fol consultado por qualqusar dos saguiniss
proflasionats: Mas=agista, Acupuncturists, ErvanarioMaturista, Acuprassuriets, Homaopata | Cetanpata?
Oc O+ Os& Oz O+ Oz O3 ouras
Gual o madice qua o 8sgus pelos saguintas problamas?
Aririte reumatdide ou problema reumatologico

O Mealco ge familia ou clinico gera ou Medico de Medizing Intema O Reumnatologista
0O Cricpadista O Sutrz egpecialisia O mMerkum

Cutro prodlems
O mMgclco ge tamilia ou clinico gera ou Medico de Medizing Intema O Reumatologista
O Criopedista O Cwirz egpeciallsia O mMarhum

Cafeaponoss
O Meclco de familia ou clinico gerd ou Medico de Medizing Intema O Reumnatalogista
O Criopedista O Cwulrz 2epecialisia O Merhum/nio =nha osieoporiss

Guantos dos seguinies sxames diagndsticoes ou tratamentos & que fez entre entre 1 de Julho 3 31 de Dezembro de 20087
N30 Inclua aguelas feltos enguanto asteve Intemado. Se n3o faz 0 exama referide, durants este Tempo. por favor, coloque
um X na calya oa coluna do 0.

2 szl alse < T - - I
Colonoscopla ou

Fadiograta da mda, punfio, pé oojo(o|ofo r::l:l:-;rﬁ::-c:\:\a z=umper [Ool Oolo Ol O O
ou formozely (Hbatdrzica) fayor, azsnale esia intzreencio ra
Radigratadoombre, cotvemie, OOl Ol O Ol O e
anca, ou jeedna owmearsaccragicrer (gl glo (ol o
Raclogratia do pescogo {caluns olalal o ol = Foller, ecocardiograma, ECG)
cenical), do torax ou do abcemen — ololalalal o
i T

amagrata 0o oo = Erovss de 'I\_:a:i resplraldrs gl Oo|og O a O
Cintigraia {Por enemoie, do osso, fimsims pulmcnanes s gue nesoine
puimic, figado, coragio, im, O|0O |0 8| OO/ centrod= umna cdmara f=chada
gldnduins sallsanes) para denbro de um wbo)
TAL OO0 0) 00| pepstometias ssz=a oy ojo|jof{o |0
=nd , pasiroscopla (o -
1&:;;::.&:: r;:;crfl: pf;a :-D-'c_a O|0|010| 0|0 emmedssomna glojo(ojo|o
para ver o eshimags] {s= sim, por Andizas 30 sangus ololololo | o
fanror, assinale esia nI:'h'v:n_:&:h
ra pag. &1 Analzas & urina olojo{ojo|fo
Dilatacko o esdfago OO0 0| O O] sesconsncs magratcs olo|lo (oo (|
Srovadeestorpo fapezmiansey | O (O ) O] O | O O 1ognansa .
roras i ololal gl ol gl mnstse e sngue ololololo | o




Ut

lizagbeslos RIS

A Desenvolvimente manutenciodaqualidade
dosservicosde saude

A Definicéoo

A Avaliacaa

a efectividadedasintervencoes
e resultados(outcomes) dosloentes

A Determinacaada historianatural dasdoencas
A Monitoriza¢doda segurancae riscodosdoentes

A OutrosX
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NQFEEvolving iView of.Qualityr€are:
Importanceof bopgitudinaliMeastres

Post HF Trajectory 1 (T1)

S Relatively healthy adult
Assessment of .
Preferences FOCUS.On. .
wQuality of Life

wFunctional Status

w20 Prevention Strategies
wRehabilitation
wAdvanced care planning

Population at Risk

Getting Better

(no known AMI)

Post Acute/

0 i .
2° Prevention Acute Rehabilitation 2° Prevention
(CAD no prior AMI) Phase Phase

19 Prevention

- 20 Prevention
(Recurrent AMI events) A PHASE 2
Advanced Care Planning

PHASE 1 L I VI n g W/ FOCUS.OI’II .
D . 0 liiness/Disability| @Qualy of Lite

wFunctional Status
(T 1) w20 Prevention Strategies
wAdvanced Care Planning

Co p | n g W/ En d wAdvanced Directives

PHASE 3

Post HF Trajectory 2 (T2)
Adult with multiple cemorbidities

Staying Healthy

0 f |_ | fe (T 2) wPalliative Care/Symptom Control

Episode begins i Episode ends i
onset of symptoms 1 year post HF

PetersoreD, 2009@%
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Taxonomiados RIS

A Registosle produtos
A Medicamentos
A Dispositivosnédicos(por ex. ICDs)
A Registosle servicogde satde
A Doentescom enfarte agudodo miocéardio
A Registosle doencasespecificas
A Doencagsaras DM
A Combinacdeslasanteriores
A Gripe A (HIN1).
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Effect of different angiotensin-converting-enzyme .
inhibitors on mortality among elderly patients with ~¢¥A/2008:178(0):1303-11
congestive heart failure

Louise Pilote MD PhD, Michal Abrahamowicz PhD, Mark Eisenberg MD MPH, Karin Humphries DSc,
Hassan Behlouli MSc PhD, Jack V. Tu MD PhD

A RD doCanaddD 2 Y  aposdnpernadospor
ICC entre Jan/1998 e Mar/2002

A Amostracom 43.316&loentescom ICC e quem
tinham sidoreceitadoSIECA®0s 30 diasap0so
Internamento

A Relacécentre o IECA individual etaxade
mortalidade

A Oramipril foi o medicamentereferénciaparaas
comparacoes
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Effect of different angiotensin-converting-enzyme
inhibitors on mortality among elderly patients with
congestive heart failure

Louise Pilote MD PhD, Michal Abrahamowicz PhD, Mark Eisenberg MD MPH, Karin Humphries DSc,
Hassan Behlouli MSc PhD, Jack V. Tu MD PhD

CMA] 2008;178(10):1303-11

Table 1: Demoaraphic, clinical, physician- and hospital-related characteristics of 43 316 patients with congestive heart failure whao
received prescriptions for ACE inhibitors (part 1 of 2)

ACE inhibitor; % of patients”

Ramipril Enalapril Lisinopril  Fosinopril  Captopril  Quinapril  Perindopril  Cilazapril

Characteristic n=14494 n=12702 n=68/5 n=3733 n=2104 n=2082 n= 836 n=490
Age, yr, median 78 79 78 78 79 78 78 79
Follow-up, d, median 597 759 784 708 705 732 776 7
Male 49 47 47 50 48 48 48 49
Baseline comorbidities

Hypertension 29 27 3 £} | 22 El| H 29

Chronic obstructive pulmonary 2 23 24 24 21 22 23 28

disease or other respiratory

disease

Atrial fibrillation and flutter 30 28 32 13 i 29 37 34

Acute myocardial infarction 19 17 19 19 19 15 17 16

Diabetes mellitus 26 27 29 i3 25 9 28 29

Renal disease i 8 9 17 9 6 9 1

Cerebrovascular disease 5 [ 6 7 I 5 8 &

Peripheral vascular disease - - 5 6 4 4 5 5

Primary or metastatic cancer - 3 3 4 4 3 3 2

Dementia 2 3 3 3 2 2 3 2

Rheumatologic disease 2 1 1 2 1 1 2 2

Liver disease 0 1 1 0 0 1 1 1
Procedures between admission
and first ACE inhibitor prescription

Catheterization [ 4 4 4 4 4 [ 3

F‘ercutangous coronary 1 0 1 1 1 1 1 1

intervention

Coronary artery bypass graft 1 1 0 0 1 0 1 1

Other prescriptions between discharge
and ACE inhibitor prescription

Any diuretic 82 82 82 a3
Loop diuretic 77 79 79 79

82 81 81
78 75

38
b




Effect of different angiotensin-converting-enzyme
inhibitors on mortality among elderly patients with <" 22

congestive heart failure

Louise Pilote MD PhD, Michal Abrahamowicz PhD, Mark Eisenberg MD MPH, Karin Humphries DSc,
Hassan Behlouli MSc PhD, Jack V. Tu MD PhD

Table 3: Follow-up and all-cause mortality among 43 316 patients with congestive heart failure who received prescriptions for
ACE inhibitors 0.9 Rl
ACE inhibitors 0% \ T
Zor- =
Ramipril Enalapril Lisinopril Fosinopril Capropril Quinapril Perindopril Cilazapril b3 ' \
Variable n=14 494 n=12702 n=46875 n=3733 n=2104 n=2082 n= 836 n =490 2 0.6 \
s
Follow-up > 037 \\ S
- T -
Total, person-yr 2551 28 383 15 582 7959 4494 4417 1911 1039 5 0.4 ~ oy
[ -
-
Median, yr 1.6 2.1 2.1 1.9 1.9 2.0 2.1 2.0 g 0.3 +
Mortality 0.2
% of patients 33 43 40 47 19 35 36 35 0.1 -
Deaths per 100 18.9 19.1 17.7 19.9 18.3 16.5 15.7 16.6 0.0 T . . :
person-yr 0 1 2 3 4 5

Maote: ACE - angiotensin-converting-enzyme. Time since initial prescription, year

Figure 2: Unadjusted Kaplan—Meier 5-year survival curves for
patients prescribed an angiotensin-converting-enzyme (ACE)
inhibitor within 30 days after discharge from hospital. Data are
shown for ACE inhibitors for which a significant difference in
survival was observed relative to ramipril.

Interpretation: When prescribing ACE inhibitors to patients,
physicians should consider a possible 10%—15% increase in
mortality with captopril and enalapril compared with
ramipril among patients with congestive heart failure.




Efectividadedasdrogasno usoediario, quando
compatadocom os resultadosdosensaiolinicosque
aslancatamno mercado

So-So Effectiveness

Many drugs, particularly for mass-market conditions, just don’t work that well.
Companies have an opportunity to segment these conditions using diagnostics.

THERAPEUTIC AREA
Cancer (all types)
Alzheimer’s disease
Incontinence
Hepatitis B
Osteoporosis
Rheumatoid arthritis
Migraine (prophylaxis)
Migraine (acute)
Diabetes

Cardiac arrhythmias
Schizophrenia
Depression (SSRIs)

RATE OF EFFICACY WITH STANDARD DRUG TREATMENT
I -

I 30

I 0
I 7%
I, 48
I 5o
=R
I 50




Non-Evidence-Based ICD Implantations
in the United States JAMA. 2011;305(1):43-49

Sana M. Al-Khatb, M1, MHS

A National Cardiovascular Data Regidtp
Registry

A Amostracom 111.70%oentesanalisados
entre Jan/2006 a Jun/2009

A Analisedosresultadosde internamentode
doentesa quemfoi colocadoum ICD

A Andlisedasindicacdegaracolocaciale ICD
(baseada®u naonaevidénciacientificg.
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|
Table 1. Baseline Charactenistics

ICD Implant, No. (%)
[
MHon-Evidence-

Non-Evidence-Based ICD Implantations

1
Evidence-Based P

in the United States Characteristic Based (n=25145) (n=86562)  Value
Bge, median (IQR), v 67.0E70-75.0) 66.0(E7.0-75.0) =001
Male sex 16 065 (75.4) 64464 (74.5) 002
Sana M. Al-Khatb, MDD, MHS Bace
White 10463 (77 .4) 66730 (77.1) 7
Black 3055 [15.7) 16186 (17.5) =0
Other® 1685 (E.7) 4650 (5.3) _
Hispanic ethnicity 1702 (6.8) 4803 (5.7) =001
Primary insurance payer
jAMA 20']7 305(7)43_49 Government 16580 (86.0) 57200 (B6.1) ]
: r - Commercial 5260 (20.0) 19033 (22.0) <001
HMO 2060 {8.2) 7604 5.8)
Cither® 1236 (4.9) 2716(3.1) _
History of heart falure 23002 (1.8 76700 [87.5) =0
Time since initial heart failure diagnosts, mo (n=23092) {n = 75 700)
=3 15604 (E7.6) 4] .
20 1558 (B.7) 16770 (20.8) =0
=0 5030 (25.7 £E0030 (70.2) |
MNYHA class
I 1654 (E.T) 7400 (8.7)
Il 10824 (43.0) 47183 [54.5) =001
Il 0615 (38.2) 31880 (36.8) ’
v 3022 (12.0) 4] _
Atnal fibnllation or futter 7166 (28.5) 23445 (27 1) =0
lschemnic heart disease 10416 (77.2) 60826 (70.3) =01
Mon—ischemic dilated cardiomyopathy 7052 (28.1) 20425 (34.0) =001
Prior MI
Mone 8108 (32.2) 34814 (40.2)
Within 40 d of ICD implant Ee01 (22.3) 4] < 001
A0 d prior o ICD implant 7780 (30.9) 51748 (50.8) ’
Within 40 d and =40 d prior to ICD implant JEGE (14.5) 4]
Prior CABG Q024 (35.0) 30085 (36.8) Bl
Cerebrovascular disease 3756 (14.0) 12446 (14.4) 03
Chronic lung disease 6455 (25.7) 10680 (22.6) =0
Diabetes 10214 (40.6) 32006 (36.0) =01
Hypertension 19325 (76.9) 67024 (77.4) 06
End-stage renal diseass 1270 (5.1) 3340 (3.9) =0
LVEF, median [10R), % 260(200-30.0) 250(20.0-30.0) =004

QRS duration, median (I08), ms 104.0 (93.0-120.0) 1050 94.0-1220) =<.0M
Dual-chamber 1C0 15006 (63.9) 50580 (58.4) =0

Apbreviations: CABG; coronany artery bypass graft surgeny; HMO, heaith maintenance ongantzation; K00, Impiantabis
cardiovartar-defionliator; 1OR, Interquartiie range; LVEF, left veniricuiar ejection fraction; MI, myocardal Infarction;

MYHA, Mew York Heart Assockation.
8 nigss otherwse Indicated. Porcantages may not equal 100% dus to rounding.
binciudes Aslan, American ndianAlaskan native, naiive Hawalkan, and oiher.
S INcuoes NoN-US INSUrANca, No INSUrancs, of Sell-pay.




Non-Evidence-Based ICD Implantations
in the United States JAMA. 2011;305(1):43-49

Sana M. Al-Khaib, M1, MHS

Figure 1. Rates of Non-Evidence-Based Implantable Cardioverter-Defibrillators (ICDs) Across Sites
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A Osdoentesa quemfoi colocadoum ICDsem

iIndicacadobaseadanaevidéncia
A tiverammaior mortalidadehospitalar(0.57%wvs0.18%)
A Tiverammaiortaxasde complica¢cdeposimplantacio

(3.23%vs 2.41%).
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saude

- Enfarte /Agudal do/Miocdardio
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Medicaode cuidatiosatravesdo
continuoCY:.coexemplodo EAM

Cuidadosho EnfarteAgudodo

Miocardio(EAM)
A
— - A Posalta:
Factoregle Iniciodo sindrome AModulagdodos FRs
riscodo doente coronarioagudo AReabilitacaacardiaca
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Internamento




SClsem STt estratégia invasiva
(Registo tlossSCAGRC 20020 )
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Utilizagao-sde bloqueaderesadrenérgicos
(Registo ©lossSCA:BRC 20020 )

Medicagao no Internamento - Betabloqueantes
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Cargaddas doencasrraras

A Prevaléncia <5/10.000 pessoas

A 6-8% da populacido da EU

A 5.0008.000 doencas raras

A 80% de origem genética

A 65% com quadros graves

A 66% aparecem em idades <2 anos

A Metade com deficiéncias moderadas/graves

A Mortalidade:

A 36% em doentes com idade < 1 ano
A 11% entre 1 e 15 anos.
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Necessidade dosestiudo

A Inexisténcia de registos organizados

A Dificil determinac&o de incidéncias ou
prevaléncias das doencas raras

A Necessidade em saber nestas doencas
A lmpacto do diagndstico precoce
A Resposta ao tratamento e prognéstico

A Necessidade de investigacdo nestas
doencas.
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Monitorizacaodde
Segutanga

Eleitosadversosdosdnedicamento
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A Ocisapridetem sidoligadoa casosde arritmias
cardiaca® morte subita

A Estesefeitosadversosestioligadosa prescricio
concomitantede outrasdrogas(ja identificadag

A Amostrade um RD com 38.75bentescom
131.485prescricoes

A Analiseda precricioe aquisicdade combinacdes
contraindicadasde cisapridecomoutra droga
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