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INTEGRAÇÃO DE DADOS NOUTRAS INDÚSTRIAS (…E NA SAÚDE?)

Utilização de controlos eletrónicos » análise em tempo real » 
saber como manter o avião seguro no ar e contribuir para a próxima geração de produtos



INTEGRAÇÃO DE DADOS NOUTRAS INDÚSTRIAS (…E NA SAÚDE?)

E porque 
não 
aprender 
com outras 
indústrias 
e setores 
da 
sociedade?

Bottlenecks Tecnologia

Propriedade dos dados

Política (desalinhamento/falta estratégia)

Assumir que “a saúde é diferente!”

Consentimento informado

Proteção de dados dos doentes/cidadãos

Consciencializar 
para a 
importância dos 
dados em saúde

Apoio a iniciativas de data-sharing

Incremento da proteção de dados pessoais

Potenciar investimento e colaboração a 
escala europeia (e global)



Early discovery
• Oncology development is increasingly personalized and precise, with narrower and more nuanced indications characterized by 

genomic alterations and signatures.

Trial design and feasibility 
• Can supports the design and optimization of clinical trials - to design a protocol that is generalizable to standard 

of care, assess the impact of eligibility criteria on trial feasibility, and inform the selection of trial sites.

Trial execution
• Adoption of external control arms which may reduce trial size (i.e., required number of patients), duration, and cost. 

How is RWE driving impact in drug development and patient access to innovation?



Post-marketing studies

• As oncology therapies are increasingly approved through the FDA’s Breakthrough Therapy Designation Pathway, the number 
and scope of resource intensive post-marketing studies is growing.

Indication expansion

• leveraging the series of natural experiments that occur as part of off-label use to clarify – and where possible, broaden –
indications or guidelines for previously approved therapies.

Market access and reimbursement

• In the face of increasing therapy costs, payors are increasingly asking for evidence of clinical value before providing coverage. 

How is RWE driving impact in drug development and patient access to innovation?



Incidence/Prevalence

Complexity

SurvivalCost/Burden

US novel active substances in solid tumors launched 2011–
20211

Cancer drugs expenditure (PT NHS HH; 2021)2: 498.7 MM € (32.0% drug expenditure); ∆ 20/21 + 11.7%

Cancer care



Estrutura orgânica e cultura da organização
• Serviço de Epidemiologia

• Serviço de Planeamento e Apoio à Gestão

• Grupo de Investigação em Epidemiologia, Resultados economia e Gestão em Oncologia do CI-IPOP

• Outcomes Research Lab

Infraestrutura
• Registo Oncológico e integração de dados de diferentes plataformas eletrónicas

Projetos e exemplo de resultados
• Estudos de “Real World Evidence”, comparador sintético, Inteligência Artificial (ex “text-mining”)…

A experiência do IPO Porto



Big Data
Ferramentas informáticas

8

+ de 500 variáveis

Microsoft AccessPower BI

Monitorização 
fármacos 
inovadores

RWD | RWE | Tomada de decisão 
Porque é que os dados da vida 
real são uma mais valia e 
importantes para as decisões de 
saúde?

RWD 

RWE 

Tomada de 
decisão



REPOSITÓRIO INTEGRADO DO CONHECIMENTO

Cancer Registrars 

REGISTO ONCOLÓGICO

Rules engine

Criação/Informação do doente

Criação/Informação do tumor

Exames

Tratamentos



RIC EM NÚMEROS

332,928 treatments

1,351,118 exams

370,204 cancer cases

333,459 patients

JUNE 2022

349,144 treatments

1,439,891 exams

374,934 cancer cases

337,619 patients

DECEMBER 2022



Áreas de atividade

11

Real World Evidence 
(RWE) studies

Big data & Analytics

Patient Reported 
Outcomes 

(PROM’s/PREM’s)

Clinical Pathways 
(patient journey)

MULTIDISCIPLINARIEDADE E COOPERAÇÃO

Serviço com equipa multidisciplinar (gestão, eng.biomédica, 
biotecnologia, ciências da saúde…)



Gabinete de QdV

12

Abertura 

em 

Out/2020

73 % de 
adesão

Apenas fármacos inovadores



RIC – GERAÇÃO DE CONHECIMENTO BASEADO EM DADOS 

POPULATION-BASED STUDIES



OBSERVATIONAL STUDIES

RIC – GERAÇÃO DE CONHECIMENTO BASEADO EM DADOS 



COST BURDEN STUDIES

RIC – GERAÇÃO DE CONHECIMENTO BASEADO EM DADOS 



METHODOLOGY STUDIES

RIC – GERAÇÃO DE CONHECIMENTO BASEADO EM DADOS 



EXTERNAL COMPARATOR STUDIES

RIC – GERAÇÃO DE CONHECIMENTO BASEADO EM DADOS 



 

• Median total cost was 355.165€/patient

• CAR T cell drug expenses accounted for 97% of the overall cost

• Excluding CAR T- cell acquisition cost (344.498€), inpatient-care,  

diagnostic and therapeutic procedures and out patient-care contributed to 

57%, 38% and 5% of the overall cost/patient, respectively.



Institutions involved

FAROL

Implementation of a funding model based on outcomes measurement and
disease management for the lung cancer patients in IPO Porto.

VBHC
Outcomes

Costs

Value =
Move to Bundled  

Payments for 
conditions

3



How we did it?
Roadmap for VBHC implementation 

Define the care delivery value 
chain

Develop process 
maps that 

include each 
activity in patient 

care delivery

Obtain time 
estimates for each 

procedure 
(activity and 

resource)

Estimate the cost 
of supplying 
patient care 

resources (direct 
and indirect 

resource)

Estimate each 
resource’s capacity –
to calculate capacity 

cost rate

Calculate total 
cost of patient 

care

Standard set 
definition, 

implementation 
and analysis

Data collection, 
compilation and 

analysis

Selection of 
lung cancer as 
a pathology to 

analyze

Define patient pathway Pathway cost assessment Define patient pathway Pathway cost assessment Measure treatment outcomes

FAROL



Results
2. Pathway cost assessment

223€ 
(2-y)

742€ 
( 2-y) 1,022€ 

(2-y)

2,544€ 
(2-y)

FAROL



ONCOVALUE
Implementing value-based oncology care at 

European cancer hospitals: An AI-based framework 

for assessing real-life effectiveness of novel cancer 

therapies in real-time

Grupo de Epidemiologia, Resultados, Economia e Gestão em Oncologia

https://cordis.europa.eu/project/id/101095245

https://oncovalue.org

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcordis.europa.eu%2Fproject%2Fid%2F101095245&data=05%7C01%7Cmjbento%40ipoporto.min-saude.pt%7C3e277c761fca401a0f9708dbbbb8e222%7C22c84608f01d46c5802463cc962e5f51%7C0%7C0%7C638310176739131906%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=iY%2FRdhEFN7Nb1iolGbukEqD0wdetoDUawCENedWushw%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Foncovalue.org%2F&data=05%7C01%7Cmjbento%40ipoporto.min-saude.pt%7C3e277c761fca401a0f9708dbbbb8e222%7C22c84608f01d46c5802463cc962e5f51%7C0%7C0%7C638310176739288188%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=G8pK8%2BAtwipTnuuG0okztg%2BMovsI9svxBFTDy6BjknM%3D&reserved=0


ONCOVALUE:
Project overview

AI, Artificial intelligence; EU, European Union; HTA, Health technology assessment; OECI, Organization of European Cancer Centres; RWD/RWE, Real-world 
data/evidence. 



ONCOVALUE:
The consortium



To promote patients access to innovation through clinical research

To implement and develop a molecular screening program to 
expand the opportunities of biomarker driven clinical trial access

To promote scientific collaboration with academic/non-
commercial partners, biotech and pharma companies, focusing on 
translational research and early drug development

Early Phase Clinical Trials Unit
Mission & Objectives (start-up JAN2019) 

Clinical Trial Unit Coordinator: José Dinis, MD
Early Phase Clinical Trials Unit Coordinator: Júlio Oliveira, MD



• Early phase & Biomarker driven clinical trials
• Referral network from/to other centers (adults & 

pediatric patients)

Clinical 

trials

• RWE/outcome evaluation program (ongoing)Off-label

• SPECTA-EORTC
• Early phase clinical trials
• POP-IPOPorto clinical research 

project (NGS screening)

Molecular Screening

IPO Porto
Precision Oncology 
Program 

IPO-Porto MTB
• Centralized/national virtual-MTB (offers 

treatment and genetic counseling  recommendations  to 
other Centers)

Off label



DLCTs- DRUP-Like Clinical Trials
• Family of independent, investigator-initiated, pragmatic clinical 

trials in precision medicine inspired by the design of the original 
DRUP protocol.

Phase II, multicentric, non-randomized, 
open-label clinical trials to assess the 
efficacy and safety of off-label use of 
commercially available targeted anti-

cancer drugs



PRIME-ROSE
Precision Medicine Repurposing System 
using pragmatic Clinical Trials  

• HORIZON-MISS-2022-CANCER-01-03 Grant 101104269

Kjetil Taskén, project coordinator, Oslo University Hospital, Norway



• Open-label, non-randomized clinical trial.

• Multi-center, single-country trial

• Investigator initiated-trial 

• Study design is composed of sequential stages

• Patients will be enrolled in multiple parallel cohorts, 
each defined by one tumour type, one tumour profile
and one study drug.

➢ Each cohort will be monitored using a Simon-like 
two-stage ‘admissible’ monitoring plan to identify 
tumour/variant/drug cohorts with evidence of 
activity

➢ Stage III is an expansion cohort, in which 
additional patients will be enrolled to confirm the 
results obtained in the first 24 patients. 

Sponsor: IPO Porto
Funding: pharma and other private/public entities

Study concept POP- Precision Oncology Platform Trial (PT)

a “DRUP-like Protocol”



A self-organising open innovation ecosystem 

DLCT (DRUP-Like Clinical Trial) community
decentralised, open innovation ecosystem based on the DRUP 
trial design with characteristics of a user-driven Living Lab 
around the shared interest of providing options and 
improving outcomes in advanced cancer.
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