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Hospital-based registries

Quick and easy access to clinical data.
Data used primarily for administrative
purposes and for monitoring
performance indicators. Limitations for
epidemiological purposes;

Advantages: Greater exhaustiveness,
homogeneity, completeness and more
frequent updates;

Useful for foreseeing human and material
resources.

Types of registries

Population-based registries

Enables statistics on the cancer cases
(incidence, prevalence, survival). Data
primarily used for epidemiological and
public health purposes;

Advantages: Knowledge of the population
covered;

Useful for
decisions.

supporting health policy

Silva IS. Cancer Epidemiology: Principles and Methods. International Agency for Research on Cancer, World Health Organization. 1999. pp. 385-403.
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Background

Population-based registries in Portugal

Regional

Marques Castelo de Gaia Registries (Lisboa,
Porto & Coimbra)

1950 1970 1980 19882

National

Lourenco Viana do Vila Nova
Registry

20183

Main Goals

1. To describe the nature and extension of oncologic disease and to support the definition of
priorities in public health;

2. To act as information source for various observational studies;

3. To monitor and evaluate the efficacy of activities related to the control of oncologic
diseases

1) Limbert, E. A Historia da Registo de Cancro em Portugal: um contributo pessoal. Registo Oncolégico Regional Sul, IPOLFG-EPE; Lisboa, 2008.

2) Portaria n? 35/88, de 18 de Janeiro.
3) Lein?53/2017, de 14 de Julho. Diario da Republica 135/2017. Série L.
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Artigo 3.°
Registo Oncoldgico Nacional Artigo 22°
E obrigatdrio o f)gisto na plataforma eletronica ¢ Artigo 17.° Disposicdes finais ¢ transitorias
RON (e todes-es=ma70s casos de dlagnosuco de cancr Financiamento e incentivos

1 — Os estabelecimentos e servigos do SN e dos servi-
¢os regionais de satide devem regularizar o registo oncold-
gico, no prazo mdximo de nove meses, de todos os doentes
diagnosticados até a entrada em vigor da presente lei.

por parte de todos os estabelecimentos e servigos de satic I — No &mbito do processo de contratualizagdo dos cui-
do setor piblico, social ¢ privado, independentemente (ffados ae saude que sc encon T IpICMENtado 1o SCrvico

sua natureza juridica, localizados no Continente ou NiNacional de Satide (SNS) e nos servigos regionais de saide,
regides autonomas, no prazo maximo de nove meses fio introduzidos mecanismos de incentivo e penalizagio] 2 — Os estabelecimentos e servigos dos setores social
contar da data do conhecimento do diagnéstico, ¢ a pofssociados a uma adequada prahca dc registo oncolégico| e privado que desenvolvam atividade no diagndstico e
terior atualizagfio, no minimo anual, do estédio da doen At i ..,.,..,t..,. e tratamenté) de dozng:as olncolégwlc-aj ficam obri tados ao0s
— Para efeitos do nimero anterior, no &mbito dos mesmos deveres de regularizacio dos seus registos onco-
?r?tz? %gﬁg terapEuticas oncolgicas usadas ¢ do esta contratos-programa a celebrar pela Administragdo Central 10gicos e respetiva integragfio de dados no RON.
do Sistema de Saade, I. P. (ACSS, 1. P.), com os hospitais,
2 — Os dados existentes nos Registos Oncologiciog centros hospitalares e as unidades locais de saude inte-

Regionais (ROR) séo integrados no RON, gradas no SNS e, nas regides autbnomas, entre 0s servigos
3 — Os dados do denominado registo oncolégico pregionais de satde e as entidades publicas prestadoras
didtrico portugués sio integrados no RON, de cuidados de satde, as modalidades de pagamento as

4 — Qs dados dos rcglstos das regides autonomas si ’“;lmuigg"s contemplam o registo do RON na atividade

integrados no RON, sem prejuizo das competéncias pr 3 — Os custos relacionados com a administragdo do

prias daquelas regides na matéria RON, em matéria de prestagio de servigos relativos a
sistemas de informag8o e comunicagdo, sdo suportados
pela ACSS, 1. P,, no dmbito do contrato-programa anual
celebrado entre este instituto ptblico e a SPMS — Servigos
Partilhados do Ministério da Satde, E. P. E.
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Information sources linked to RON

Electronic SICO

clinical (death

records certificates)

RNU

(patients
registry) Oncology

registry
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Identificagdo

Tratamento

Estado

iia '|:|:|
—
o7 | HOSPITAL DISTRITAL DE FARD
0&7001 | HOSPITAL DE FARD
XXXXXXX N© RO Antigo

=—> [nstitution registering the case
i

XXXKXKX Subsistema Satide

1955 | (o) g Idads

> Identification of the citizen

N° Beneficidrio  |XO0XX | ap

5 |

XXXXXXXXXXXXXXX

XXXXXXXXXXXXXXXXXXX

#ll

Cod, Postal 8500-000 | PORTIMAO
Profissio 344205 | INSPECTOR DAS FINANCAS
Telefones XXXXXXX | | |
Naturalidade
Distrito 08 | FARO &
Concelho 15 | vILA DO EISPO |
Freguesia 02 | BUDENS |
Residinc
08 | FARD [¥]
11 | PORTIMED [¥] . - . . .
S Py P - Identification of the district
Imuncdpriids. | of residence at diagnosis
| Camposobrigatérios
2= Cancelar Pagina Seguinte > Gravar ==



SN SERVICO NACIONAL
DE SAUDE

Registo Oncoldgico Nacional

Identificacdo Diagnostico Tumor Tratamento Estado
Data Inicio Sintomas F— 2 Date when symptoms started
Data 12 Observacie | 25 | 3 | 2004 | 9] W ) ] ] ) )
\Bata e Consulia | 2 |4 | 2014 | Ay > Date of first appointment at the institution
Dats C.D.T, P > Date of therapeutic decision
Dafa Pat. Morf. |8 [4 | 2014 | eeeievebesimidmmseni=—2> D ate of anatomical-pathological evaluation
Data Outros Bxames |3 |4 | 2014
08 | FARO
11 | PORTIMAO
Freguesia 03 | PORTIMEQ
Tipo Bxame Dsta P9 Instituicio Rg’;ﬂ Editar Remaver
n
Hemoalohina (g/dl) 3-4-2014 Efgm"— BB processo ®
Proteina C Reactiva _ PCR 3-4-2014 POITALEE  proesse |2 X
albumina (g/dl) 3-42014 F'Esgm"‘ PE processe |2 X
— HOSPITAL DE
Creatinina 3-4-2014 Processo |2 X ) ) )
o > Analytic parameters at diagnosis
T. Bioguimica/T. Imunclogia ~ 3-4-2014 HOSPITALDE  pocesss |2 X
FARO
Célcio {Normal/Elevada) 3-4-2014 F'Esgmﬁ']‘ D processo 7 X
B2 Microglobuli HOSPITAL DE
{m;gﬁgﬂi‘;é; 3-4-2014 e Processo |2 X
TAC TANE pe 4 X Imagiological and anatomo-pathological
Histologia Primario (N°) 8-4-2014 P EPE processo * evaluation
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Diagnastico

Ca2.1 | MEDULA OSSEA

Tratamento

Estado

[ »=—2> Site/location of the neoplasm

M5732/3 | MIELOMA MULTIPLO (C42.1)

I | B2M<3,5mg/L, Albumina<3,5a/dL OU B2M==3,5mg/L=| ¥,

R-IS5-1I

[ s— Specific histologic description of the
» neoplasm

Parameters for staging and prognosis

| Performance Status (OMS) | 5 Desconhecido (Karnofsky desconhecidc) »
Tipo Genética/Biclogia Resposta Resultado Editar /
KRAS NZo Avaliado 7 |
Mutsges do gene p53  Desconhecido 7 |
H11:14) Desconhecids 0 C
|| Hiperdipioidia(tetraploidia) Desconhecido 2 dte  subsite
Hipodipkoidia Desconhecido A
Del[17p) Descanhecide 7 |
H14:15) Desconhecido LA || Eample €502
t{4;14) Desconhecido 02
ot oo ] Breast, upper inner quadrant
Trissomia 9 Descanharida &
Trissomia 15 Desconhecido m

histology behavior grade

Example: well-differentiated adenocarcinoma

M-8140/3 1

/S

Tumor/celltype Behavior  Differentiation
[adeno-]  [carcinoma] [well-differentiated]

International Codification of Diseases for Oncology (ICD-0) 3rd edition 1st revision
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_ Tratamento Com Actividade Antitumoral

Estado

| Vigilancia | D Sim MNao
Tipo Tratzmento Data K InstituicSc  TipoRegisto | Editar Remower
Radicterapia 21-5-2014 QUADRANTES Processo 3 X
Bifosfonatos 27-5-2014 Hospital de Faro Processo 3 X
Tratamento Sistémico 27-5-2014 Hospitzl de Faro Processo @ X >
Trznsplants 31-13-2014 Hospital de Faro Processo | LA 8%
Adicionar Tratamento: |E|
Integrar Tratamento: |E|

Resposta Tipo Bame

Remiss3o T. Bioguimica/T.

Hospital de

25| 05 | 2014 | Aceitar | Cancelar
30|11 | 2004 |
Corvencional

Primeira Linha

[Regime /DI MPT (Melfalanc, Talidomida,Prednisolona) » | ¥

Farmaco 1 Prednisolona |
Dose 1 30 | mg ¥
&

117020 | CENTRO HOSPITALAR DE LISBOA CENTRAL, EPE | &

- rocesso B
Parcial Imuncloegia 2172014 Faro P x
Adicionar avaliagao de resposta>>

® Therapeutic response
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Corvencional

Sequnda Linha

<[4 ]| %]

Pembraolizumab m

Doss 1

200 | mg ¥ ]

Trat. Manutencio

10 |
I¥] > I

Progressao da Dosnca

117020 | CENTRO HOSPITALAR DE LISBOA CENTRAL, EPE | % | Morte
' Recusa
Chutra

Reacdo Adversa a0 Medicamento
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Progressdo da Doenca
Morte

Juftra

Feacao Adversa a0 Medicamento

2014 | ¥ Aceitar | Cancelar

05 | 05 | 2014 |

Corvencional |¥|

Segunda Linha |¥|

Pembrolizumab Tn | ¥
mg ¥

Alteracdes do humor

Alteracies ungusais

Amenormeaia

Anemiz

Angina pectoris

Anoraxia

Anziedade

Arrepics

Arritmias

Artralgia

125345678910..

Reacdo Adversa ao Medicamento

4 | Pancreatite

117020 | CENTRO HOSPITALAR DE LISBOA CENTRAL, EPE | ¥

2|9+ ¥l

Low Level Terms, The Medical Dictionary for Regulatory
Activities (MedDRA);

National Cancer Institute Common Terminology Criteria for
Adverse Events (CTCAE)
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Identificagdo

Tumor Tratamento

5 Epidemiological and

Vivo |?| Integrar | ACSS
20 |9 |2m7| Y

pharmacoepidemiological studies

Revisto por:
Data revisio: | | |

2< Cancelar Gravar ==
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a Clinical trial Authorized label Outside-label
scenario scenario scenario
High Benefit-risk

Variability

Variability

»
v

Efficacv-effectiveness aap

Eichler et al. Bridging the efficacy—effectiveness gap: a regulator’s

perspective on addressing variability of drug response. Nature Reviews.

2011; 10:495-506

Ziemssen, T., Hillert, J., Butzkueven, H. The importance of collecting
structured clinical information on multiple sclerosis. BMC Med 2016;

14:81

Randomized Real-w
controlled trials evidence stu

1oHd

Positive

Benefit-risk

y

Negative
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Artigo 4.7
Recolha de dados

1 — Os dados recolhidos para tratamento no RON sdo
08 seguintes:

a) A identificagdo do nome, do sexo, da data de nasci-
mento, da morada, do nimero de utente, da identificagio
da institui¢do, do nimero de processo clinico, da profissio
e da naturalidade do doente;

b) A data e os resultados dos exames efetuados, para
diagnodstico e estadiamento, que sejam relevantes para a
historia clinica;

¢) Aidentificagdo do codigo da Classificagdo Intern
nal da Doenga (CID), na versdo em vigor 4 datado re
no RON, correspondente & neoplasia diagnosticada;

e) A caracterizagdo da neoplasia, ndo limitada a lo-
caliza¢@o primdria, morfologia, estadiamento, recetores,
marcadores moleculares e marcadores tumorais, 0s dados
relativos ao diagnostico e ao estudo genético da neoplasia,
quando aplicavel,;

) A data do diagndstico e do inicio do tratamento, bem
como das vdrias modalidades de tratamento, como cirurgia,
radioterapia ¢ quimioterapia,

#£) A caracterizacido de cada linha de tratamento;

k) O registo anual do estado geral do doente, o estado da
neoplasia e as suas modificagoes, incluindo as dependentes
dos tratamentos, ¢ a melhor resposta obtida da neoplasia
no fim de cada linha de tratamento;

i) A data de obito e a causa de morte.

Innovations in the current law: functions

_Artigo 5.°
(Mnniturizar;ﬁu da efetividade terapéutica )

1 — Para os efeitos previstos no n.” 2 do artigo 4.° do
Decreto-Lei n.” 97/2015, de 1 de junho, no que se refere
a recolha de dados necessarios & monitorizagio de efetivi-

dade da utilizagio de medicamentos e dispositivos médi-

cos, podem ser ainda recolhidos dados para quantificagio
dos diferentes pardmetros de avaliagdo de resultados da
utilizagdo na pratica clinica ndo experimental.

2 — Os registos de dados de monitorizagdo da efetivi-
dade terapéutica devem ser efetuados no prazo indicado
pelo INFARMED, I. P., para cada tipo de situagéo.
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Original Study Option 1

; Abstract

Comparatlve Eﬂ:e‘ The goal of the present study was to compare the outcomes of new generation tyrosine kinase inhibitors
Kinase Inhibitors Ve  (NG-TKis) versus imatinib in patients with newly diagnosed chronic phase chronic myeloid leukemia and to
assess the effect of the risk scores on the treatment response. NG-TKIs resulted in a greater major molecular
Treatment of Chr response, and the degree of benefit from NG-TKlIs on the complete cytogenetic response and major

Leukemia ACI'OSS RIS} molecular response was equivalent across the risk groups.
i Background: BCR-ABL1 tyrosine kinase inhibitors (TKls) have significantly improved the survival outcomes for pa-
and Meta—Analy31s tients with chronic myeloid leukemia (CML). In addition to imatinib, 3 newer generation TKls (NG-TKIs) have been
approved as first-line treatment of chronic phase (CP)-CML. These have been preferably used in patients with
Seongseok Yun,'*? Nicole D. " CP-CML with a high Sokal or Hasford risk score. We performed a systematic review and meta-analysis to compare the
Yang Shen,” Do outcomes with NG-TKIs as a category versus imatinib in patients with newly diagnosed CP-CML and to indirectly
compare the efﬁcacy of NG-TKls among each other. Furthermore, we assessed the effect of the risk scores on the
R) and major molecular response (MMR). Materials and Methods: The eligible
studies were Iumlted to randomized controlled trials comparing the efficacy of first-line treatment using NG-TKIs versus
imatinib in adult patients (aged > 18 years) with CP-CML. Results: The differences in the CCyR, progression-free

survival, and overall surwval between the NG-TKIls and imatinib were not statlstlcally sngniﬁmnt NG-TKl-treated

0. 91 Pli= 003) and lower likellhood of progression to an accelerated phase/blast crisis (RR, 0. 37 95% oonﬁdence
interval, 0.20-0.67; P = .001) than did imatinib-treated patients. Nilotinib, dasatinib, and radotinib showed significantly
greater CCyR rates compared with bosutinib and ponatinib. All risk groups showed statistically equivalent benefits
from NG-TKIs for the CCyR and MMR. Conclusion: In first-line treatment, the NG-TKIs as a category showed greater
effectiveness in MMR and prevention of accelerated phase/blast crisis progression. Risk stratification was not found to
affect the RR of CCyR and MMR.
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Efficacy is the extent to which an intervention does more good than

harm under ideal circumstances.

Effectiveness assesses whether an
intervention does more good than
harm when provided under usual
circumstances of healthcare practice.

Critically-Appraised
Topics [Evidence
yntheses and Guidelines

Critically-Appraised Individual
Articles [Article Synopses]

Randomized Controlled Trials \
(RCTs)

FILTERED
INFORMATION

UNFILTERED

'lNFORMATIONl

Case-Controlled Studies
Case Series / Report:

Background Information / Expert Opinion

AN

Haynes B. Can it work? Does it work? Is it worth it? The testing of healthcare interventions is evolving. BMJ. 1999;319:652—-653.
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@Pl_os | ONE

Comparative Effectiveness of !
Targeted Therapies for Metast
Cell Carcinoma: A Systematic |
b open Access Meta-Analysis of Real-World O

Ciation: Heng DY, Signorovitch J, Swallow E, Li
Eictns o S s g LU €S
Rovew ad o s o Rt 3 N —
kot s LB UL . i, Daiey Y. Zo?, Yatang Wang', Jiig
Stergiopoulos®, Christian Kollmannsberger*

CrossMark
cick for updates

Editor: Eng-Huat Tan, National Cancer Centre,

Option 2

Abstract

Objective: The optimal sequencing of targeted therapies for metastatic renal cell
carcinoma (mRCC) is unknown. Observational studies with a variety of designs
have reported differing results. The objective of this study is to systematically
summarize and interpret the published real-world evidence comparing sequential
treatment for mRCC.

Methods: A search was conducted in Medline and Embase (2009-2013), and
conference proceedings from American Society of Clinical Oncology (ASCO),

Medical Oncology (ESMO) (2011-2013). We systematically reviewed observational
studies comparing second-line mRCC treatment with mammalian target of
rapamycin inhibitors (mTORI) versus vascular endothelial growth factor (VEGF)
tyrosine kinase inhibitors (TKI). Studies were evaluated for 1) use of a retrospective
cohort design after initiation of second-line therapy, 2) adjustment for patient
characteristics, and 3) use of data from multiple centers. Meta-analyses were
conducted for comparisons of overall survival (OS) and progression-free survival
FS).
Results: Ten studies reported OS and exhibited significant heterogeneity in
estimated second-line treatment effects (I>=68%; P=0.001). Four of these were
adjusted, multicenter, retrospective cohort studies, and these showed no evidence
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Methods for measuring therapeutic effectiveness

i .
' Option 4
9
AUTORIZACAO Y AVALIACAO EX-ANTE DECISAO/ CONTRATO AVALIACAO EX-POST
listas de utilizac3o
Preco maximo
Reavaliacio de tecnologias
!
Partilha de risco I!
Submissdo Acordo Priorizac3o de tecnologias —
° Limites de encargos MA. da
X efectividade real
Monitorizac3o adicional Relatorios
da utilizacio
Ponderacdes em a! RecomendagBes gerais de
concursos publicos utilizacio
o | ucdes a entidades sobre
. —_ f——

Ex post evaluations are used throughout the European Commission to assess whether a specific
intervention was justified and whether it worked (or is working) as expected in achieving its
objectives and why.

INFARMED, SINATS
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Definition

Variables needed

Time from diagnosis until death from any

Date of diagnosis

Response Rate

tumor burden of a predefined amount

Global survival 0S Date of death
cause
Date of last known contact
Time from treatment initiation until death Datelvluiea tien i tia on
Overall survival oS Date of death
from any cause
Date of last known contact
Date of treatment initiation
Progression-free PFS Time from treatment initiation until Date of disease progression
survival disease progression or death Date of death
Date of last known contact
Objective Proportion of patients with reduction in .
J ORR P P Therapeutic response
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Examples of studies undertaken

Survival Function

Non-Squamous NSCLC

~I1Survival Function

1,07 ~+-Censored

0,8 . .
= Median Overall survival among exposed
E 06- patients was 11.4 months, slighly inferior to
% that reported in published clinical trials
5
E 047 (12.2 months). However, the characteristics
&

of patients in our sample indicate they had a
0,2
worse prognosis.
0,0 T T T T T
0 90 180 270 360 450

Overall Survival

Borghaei et al. N Engl ] Med 2015;373:1627-39.
Costa et al. The cancer registry as an ally in monitoring treatment effectiveness. Revista Portuguesa de Pneumologia 2018. In press
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Examples of studies undertaken

120
100
80
60 H Male 120
B Female
40
100
20 ® Unknown
80
B Fifth
0 T T T 1
NSCLC Melanoma Urothelial Off label 60 H Fourth
120 w Third
40 H Second
100 .
M First
20
80
60 m Stage IV 0 T T T 1
40 m Stage Il NSCLC Melanoma Urothelial Off label
20
o T T T

NSCLC Melanoma Urothelial  Off label
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In Sumary

SITUATION BEFORE RON PORTAL
e DATA

> Poor Quality (accuracy and completeness)

> Not Updated (low accessibility and sharing between agents)

4

Not enough contribute to clinical practice and

knowledge progress
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Practical cases
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NEW RON PORTAL - Main Goals

TO INNOVATE

e Innovate Methodology on Registry Philosophy
e Innovate Technologically the existing Regional Computerized
Registry Platform (dated from the 1990’s)

IMPROVE

* To create an Information Support System to Cancer Health Care
Management, to Every Day Clinical Practice and to Cancer
Epidemiological Research

> Improve Information Sharing
> Improve Interaction and Comunication between agents
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Practical cases

NEW RON PORTAL - Innovating Registry Methodology

On The Old Registry Method : Data Source oriented

Database

Duplicated Registries

Several Registries to a same case
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Practical cases

NEW RON PORTAL - Innovating Registry Methodology

On The New RON Portal : Tumor and Patient oriented

Database

No Duplicated Registries

One single record being updated
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Practical cases

NEW RON PORTAL -

Improving Information Sharing
Database

Cancer Registry Data Base built by

integration of multiple local Data . .
Bases Using Integration

Better Data Quality Of different databases

More Updated Information

Bigger Functionality and Use
Quicker Information Access

Optimized Communication
between Agents
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Practical cases

NEW RON PORTAL -

Improving Information Sharing

National Identification  Pathological Lab

Cancer Registry Data Base built by
integration of multiple local Data
Bases

Clinical Charts Schedule Programme

Better Data Quality

More Updated Information Lab and Image Treatment

Bigger Functionality and Use
Quicker Information Access

Optimized Communication
between Agents
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Practical cases

Criar Utilizador > Iniciar Sessdao rocurar

First Step - Create

[ SN S SERVIGO NACIONAL HOME  BASE DE DADOS BIBLIOTECA LOJA  NOTICIAS TUMOR
[ DE SAUDE \ &

TUTORIAIS

an Account

Second Step - Log In

FORMAGAO NACIONAL ESTA E-LEARNING RON PORTUGAL eHEALTH RARECARE, UMA
A ACABAR SUMMIT 2018 FERRAMENTA ESSENCIAL

Click on Registry

RARECﬁREnet

-Search and consult on RON and on RNU Data Base, by patient, by case or by
institution;

You can:

- Edit, change, update and delete cases on RON Data Base
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Practical cases

Data “manager” cancer registry profile:

e Medical doctors

e Biologists

e Pharmaceuticals

e Psychologists

e Social workers

e Administrative staff

s According to different data access
¢ Signed confidentiality document



S N S SERVICO NACIONAL A
DE SAUDE

ooooooooooooooooooooooooo

Practical cases

Indicators- developped in conjunction with Diferent
Actors

e New cases - Incidence

e Time between diagnosis / treatment
e Stage

e Global Survival

e Survival till progression

— Hospital/Population based
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Practical cases

Data availability

e National Health Administration

e National Statistics Institute

e Regional Health Administration

e Hospital Administration

e Mutidisciplinary teams and Units

e Specific Population/Hospital Based Studies Researchers
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Thank You for the invitation and forYour atenttion



