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Experiéncia do IPO do Porto

- Estrutura organica e cultura da organizacao
* Registo Oncologico
« Marcos tecnoldgicos

« Servicos envolvidos

« Servico de Epidemiologia/Grupo de Investigacdo em Epidemiologia do Cancro do
Cl-IPOP

- Servico de Planeamento e Apoio a Gestdo/Grupo de Investigacdo em Gestéao,
Resultados e Economia em Cuidados de Saude do CI-IPOP

« Outcomes Research Lab
« Clinicas de Patologia — Investigador principal
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A utilizacdo de dados em saude: a experiéncia do IPO Porto

PROVEDOR DOENTE

Dados demogréficos
Dados administrativos Caracteristicas Clinicas

Recursos hospitalares Exames Diagnostico e Terapéutica
Tratamentos
PROM’s/PREM’s
Condicdes/comportamentos de salude

Dados @dos nD
struturado struturado

o Que dados é que a minha Instituicdo tem disponiveis?

Contabilidade Analitica

Remuneracdes

o O que se esta atualmente a recolher?
o Como integrar os dados?
o Como armazenar grande volume dados?
o Que analises vamos querer fazer?
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Vision

o Base de dados que agrega informacéo
clinica e administrativa proveniente dos
diversos sistemas de informacgao existentes

no IPO Porto; VISION

o Viséo integrada do percurso do doente
(360°);

o Mais de 500 variaveis selecionadas @ | PO PO RTO

o Responder rapidamente a questdes praticas
da gestao e da tomada de deciséo.
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MedVision

2] MedVision - ORLab
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Outcomes Research Lab.

Baselines:

Follow up

Evento Adverso
Suspensdo

Protocolo Brentuximab

Doente Ibrutinib

Resposta ao

Prescricdo

Pertuzumab

Tratamento

Medicamento

Importar Dados do Excel

IPO Porto 2017

"Leveraging Evidence For Better Care" @)
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Partilha de Risco
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Acompanhamento de estudos observacionais e gestao
da despesa com medicamentos inovadores;

Necessidade de sistematizar a informacao relativa ao
custo, seguranca e efetividade das tecnologias da
saude inovadoras utilizadas no IPO Porto;

Ferramenta informatica agregadora de
clinica e de farmacia hospitalar;

informacé&o

Visédo holistica do tratamento prescrito ao doente;

Geracdo de outcomes no ambito de avaliacdo de
tecnologias de saude (sobrevivéncia, seguranca,
qualidade de vida e custo do tratamento).
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Medicamentos inovadores

Ponto de Partida:

Protocolo de Investigacao
Investigador Principal Médico

o Ficha do doente

Baseline (dados demograficos e informacéo clinica)
Eventos Adversos => Seguranca

Resposta ao Tratamento => Efetividade

Qualidade de Vida (PROM) => Efetividade
Efetivacdo do Tratamento => Custo

Suspenséo do Tratamento => Efetividade/Seguranca

Obito -> Efetividade/Seguranca

......

FE{EIEEE{E)E

BIE|EIE|E|R B

PORTOSURSA 0 SNS SaRwo @IPQE-':‘,}-_T'_ AOEC)

Smasbwnteeten  CHKS | 538

—————

RISE




PROM'’s no IPO Porto — Gabinete QdV

Avaliar a qualidade de vida (QdV) dos doentes
durante o seu percurso de tratamento, de modo
a poder intervir-se atempadamente e de forma
eficiente na prestacdo de melhores cuidados de
saude, melhorando o bem-estar do doente.

Implementag&o de um Gabinete em Out/20.
73% taxa de adeséo.

Gabinete informatizado em que os doentes sao
convidados a responder a um questionario QdV

13fase: apenas farmacos inovadores.

Software amigavel, adequado para recolha e
armazenamento de dados em grande escala e
disponibilizacao de relatorios.

Questionarios validados internacionalmente.

Apoio de um profissional de enfermagem como
monitor de qualidade.
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Circuito de avaliacao de propostas dos estudos observacionais:

* Proposta de estudo

- Entidade externa

* Investigador interno
«  “Feasibility” e constituicao da equipa
« Se houver acordo

« Submissao do protocolo, (dispensa) consentimento informado, AIPD (previamente
avaliado pelo EPD) a Comisséo de Etica para a Saude

- Contrato — avaliado pelo EPD e Gabinete Juridico
— Conselho de Administracéo

- Execucéao do estudo (teste a qualidade dos dados, transferéncia de dados)
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2021 World Conference
on Lung Cancer

SEPTEMBER 8-14, 2021 | WORLDWIDE VIRTUAL EVENT

Journal of Thoracic Oncology
Volume 16, Issue 10, Supplement, October 2021, Page 51112

P48 NOVEL THEBAPEUTICS AND TARGETED THERAPIEE - EGER

P48.15 EGFR Mutated Non-Small Cell Lung
Cancer Treatment Pathway — What Is the Best
Way?

M. Soares -', 5. Gongalves-Maonteiro }', L. Antunes 2, F. Bernardo 3, 5. Figueiredo 4, M. Borges 2, M.). Bento 5, P.
Redondo ©

DOI: 10.1016/.jth0.2021.08.526
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P48.15 EGFR Mutated Non-Small Cell Lung Cancer Treatment Pathway — What Is the Best Way?

Figure 1 - Summary of EGFRm patient journey

Erlotinib -> Gefinitib

Chemotherapy -> Erlotinib 3;5%
n=2; 4%
Death,
Erlotinib+ Bevacizumab Erlotinib 27%, n=12
n=2; 3% n=29;52
EGFR-TKI at
P L d Chemotherapy
disease  [RnTES Not tested
for T790M,
Discontinued 23%, n=7
EGFR- TKI, T790M not
80%, n=45 found,
25%, n=6
Tested for 17,": nl -3
T790Mm,
77%, n=24 T790M
present in
75%, n=18 i inil
Gefinitib 2 0:;?“-;':
n=16; 29% e
EGFRm patients  EGFR-TKI Type of 1st line therapy Treatment Reason for T790M T790M result Treatment after
Treatment status di i i t T790M
identification
?

M. Soares, S. Gongalves-Monteiro, L. Antunes, F. Bernardo, S. Figueiredo, M. Borges, M.J. Bento, P. Redondo
Journal of Thoracic Oncology , Volume 16 Issue 10 (October 2021) DOI: 10.1016/j.jtho.2021.08.526
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KTE-INHL-RW2020 Kite Pharma, Inc.
Real-World study on Relapsed/Refractory Indofent Non-Hodgkin Lymphoma

Kite

GALEAD vy

Protocol Title: Real-World Response/Survival and Treatment Patterns among Patients with
Relapsed/Refractory Indolent Non-Hodgkin Lymphoma in USA, UK, France,
Spain, and Portugal Oncology Practices

Protocol Number: KTE-INHL-RW2020

Parecer da Comisséo de Etica para a Sautde: 23/07/2020
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A Comparison of Clinical Qutcomes from Updated ZUMA-5 (Axicabtagene Ciloleucel) and the International SCHOLAR-5 External
Control Cohort in Relapsed/Refractory Follicular Lymphoma (r/r FL)

M Lia Palomba’; Paola Ghione?; Anik R Patel?; Kevin Deighton®; Caron A lacobson®™; Myrna Nahas®; A Scott Jung®; Anthony J Hatswell®;
Steve Kanters®; Eve Limbrick-Oldfield®; Sally W Wade7; Julia Thornton Snider®; Sattva § Meelapu®; Maria Teresa Ribeiro®; John Gribben'®; John Radford!!; Sabela Bobillo'?; Herve Ghesquieres’®

*Memorial Sioan Kettering Cancer Center, Mew York, NY: “Raswell Park Comprehenzive Cancer Center, Buffsio, NY: 'Kite, A Gilead Company, Sarts Manics, CA; “Deltn Hat. Nottinghiam, UK: 'Dans-Farter Cancer Institute, Baston, MA, USA: "ReinGity Analytics, Vancouver, BC. Cansds; MWade Outromes Research and Consuiltine, Sait Lake City, LT
*The Unisersity of Tees MO Anderson Cancer Center, Houston, T, USA; *Fortugusce Onaslozy IRstitute of Forto, Porto, Fortugsl; SCsncer Resesrch UK Barts Cantre, London, UK < The Cistie NHS Foundstion Trust snd University of Manchester, Manchester, UK; “vall DHebron insitute of Orooiogy, Barcelons, Spain; “Centre Hospitaiier Lyon Sud, Lyon, France

INTRODUCTION RESULTS CONCLUSIONS

* In the pivotal ZUMA-S single-arm trial, ! axic e ciloleucel (axi-cel; an * 143 patients were identified in SCHOLAR-5, reducing Table 1. Patient characteristics before and after propensity weighting . :
autelogous anti-CD1% chimeric antigen receptor T-cell therapy) to a weighted sum of 85 after applying propensity C““‘P‘_'Ed_ to ulrrenth_.r avallah_le
demonstrated high rates of durable response in r/r FL patients, including score weights, versus 86 patients in ZUMA-S (Table 1). therapies in r/r FI-_I‘?t'e““- axi-cel
those with high-risk disease. . demonstrated 2 clinically and

Median follow-up time for ZUMA-5 and SCHOLAR-5 statistically significant improvement in

The imtrrmatineal SELAT AD € mutrrmal cnboors e camctemacsnd S0 alao she — P

Figure 2. LoT selection for real-world data
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* The SCHOLAR-5 and ZUMA-5 cohorts were balanced (standardized mean - B T iyt e oy e e

diff [SMD] <0.1) for patient characteristics th h propensi : 5 nimaE LB Nezr R e T e
ference . T patient chara 1cs throug nsr_t\r o ) 1w =, ot [215% O NI (552 - ME) A 223 NE) 131120 NEJ P v,
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* ORR was compared using odds ratio. 05, PFS and next treatment-free e NS Mot ovie (55 0 Ty T THapi-ng FETTETE]) S i, L, B s i, e B e, R, E .
survival (NTF3; time to next treatment or death) were evaluated using O ettt L . [T Pap—— A8 BAY-B03) | AE[NT-85%) | BapEA-wE = ek ks = S
Kaplan-Meier anzlysis. Kapkas-b i asrves sherwirg urvhesl outcomes i 2MA-S [bhae], mpared 10 SCHOLARS (e, i, complete reaponss: Lo, e of trestment: WTFS, nest mestmentfews survival; OB, cveesl CEITIISLTIIm Sy
0%, overall surubeal 195, progresaicn- free sarubvel. i, it gt A
* Subgroup analyses were conducted on patients who initiated 24% LoT. T e g g == w1

b 3 o] )
63rd American Society of Hematology (ASH) Annual Meeting and Exposition, December 11-14,
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External control comparison of ZUMA-5
and SCHOLAR-5in R/R FL

Objective: To compare clinical outcomes from the ZUMA-5
trial cohort to the international SCHOLAR-5 external control
cohort

Methods: Propensity score methods were used to compare
available treatments for r/r FL patients with axi-cel

SCHOLAR-5 ZUMA-5
Standard of care Axi-cel

= a1l > < NCT03105336

Propensity score weighting
Common support dataset ORR , CR, OS, PFS, TTNT, DOR

* Axi-cel demonstrated a substantial improvement in all
clinical endpoints including ORR, CR, OS, PFS and TTNT

« Findings support that axi-cel represents a significant
improvement in treatment options for patients with r/r FL

SCHOLAR-5

Yes | 42(49.9%) 81 (94.2%) 1624  <0.0001

No 43(50.1%) 5(5.8%)  (5:63,46.85)

Overall survival ~+ SCHOLAR-5 -+ ZUMA-5

100% 1
75%

50% 1

Proportion

25%
HR =0.42; p = .01

OD/O 7

0 20 40 60 80
Time (months)
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Outros estudos de RWD como comparador externo

CATERPILLAR-RWE study: Real-world contemporary systemic anti-cancer therapy
effectiveness in patients with advanced/metastatic non-small cell lung cancer
(NSCLC) harbouring epidermal growth factor receptor Ex20ins (i.e. external control
cohort); adjusted comparison between real-world outcomes in the external control
cohort and amivantamab outcomes in the CHRYSALIS trial

 CES-14-04-2021

Comparison of MVX-ONCO-1 efficacy with standard-of-care effectiveness in the
treatment of Advanced Head and Neck Squamous Cell Carcinoma using SAKK 11/16
Trial (NCT02999646) data and two hospital databases in Europe

* CES-07-04-2022

A Multicenter Observational Study of Patients Receiving Systemic Treatment for
Advanced Synovial Sarcoma and Myxoid/Round Cell Liposarcoma
e CES—-05-05-2022
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ORIGINAL ARTICLE WILEY

Real-world treatment patterns, resource use and cost burden
of multiple myeloma in Portugal

1

Luis Antunes | Francisco Rocha-Gongalves® | Sérgio Chacim® | Cinira Lefévre?

Marta Pereira® | Sonia Pereira® | Aleksandra .T*Iag{:r'ﬁl'r.:aE | Maria José Bento®
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TABLE 3 Treatment patterns in MM by LOT

1stLOT Znd LOT 23rd LOT
(a) Age <85 yews neT6] () Age 265 years (n=111)
10 10 <65 years =45 years <55 years =63 years =63 years =45 years
[T~ ni%) in=69) (n=96) In=25) (n=48) (n=14) n=18)
o8 o8
5 3 Any novel therapy 69 (100.0) 83(84.5) 23(52.0) IFTTY 13(%2.9) 13(72.3)
B £ Combination IMiD+P1 57(B2.6) 15(15.6) 3(12.0) 36.3) 17 0
5"‘ Eon IMiD-based {excluding combination [MiDHPl)
@ o Lenalidomide 0 o 2o 121 Ti50.0) 81444)
Thalidomide B(11.6) 55(57.3) 14 (5600 26(54.2) 4{28.6) 1(5.8)
oo (1] N N
o 4 & 1@ % ™ M o R R Pi-baced jexciuding combination IMIDHP1)
Yo st o N s G Ieazomib® 0 0 3120 0 o 0
(c) Age <E5 yesrs @ Age 265 yours Bortezomib 4(5.8) 13135 ] 7 (14.8) 171 4{227)
h Ey — ot T = rioreeie Cther, non-novel (any 0 13(13.5 2(8.00 11(22%) 174 5(278)
gos{ T ZSlorme 3 o8 T combination)®
; e — %“ Reaszon for change in LOT
§ 2 b Dissase progressian - . 20(80.0) 210854 12(857) 18(100.0)
04 | S o4
§ 1 g % Maxirmum clinical benefit - - 4(16.00 121 ] ]
go2 L Bo2 Y. Intalerance - - o 4(8.3) 2(14.3) ]
00 o Completed planned = = 1(4.0 o o 0
o 4 & 12 8 m M o &4 8 12 1w 2 o2 treatment
Mt sinca start of LOT Maorlhs 5nce start of LOT Other _ _ o 204.2) o o
FIGURE 1 Overall survival by age and progression-free survival by LOT. (a) Overall survival probabilities for

Note. IMiD: immunomodulatory drug; LOT: line of therapy; MM: multiple myeloma: PI: proteasome inhibitor.
Tixazomib was used only as part of a separate clinical trial these patients were enrolled in; *Includes chematherapy, corticosteraids, melphalan and
excluding any combinations with nowvel therapies (IMiDs and/or Pls).

patients <65 years of age from the overall cohort and (b) for patients 265 years of age from the overall cohort; (c) Progression-free survival
probabilities by LOT for patients <65 years of age and (d) for 265 years of age. LOT: line of therapy

(a) (b)
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FIGURE 2 Total mean healthcare :E s | gum ] €14,011 525 P
and resource costs of MM treatment to - = =

24 months’ follow-up per patient by LOT
and age. (3) Total mean healthcare and
resource costs; (b) Breakdown by category
of healthcare resource. Other includes
radiotherapy, emergency consultations, v
imaging tests and cytogenetics. LOT: line

of therapy; MM: multiple myeloma

0000

€6,532
204

10000 5000

1€LOT 2¥LOT 3#LOT
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Antunes L, Rocha-Gongalves F, Chacim S, et al. Real-world treatment patterns, resource use and cost burden of multiple myeloma in Portugal. Eur J Cancer Care. 2019;e13026.
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Table 5 Incremental cost-effectiveness ratio (ICER) by regimen and sensitivity analysis

= Regimen Effectiveness  Total direct ICER Cost per No. of patients who needed to

Additional cost

== Sensitivity analysis

Scenario 1. Clinical staging Il and negative HR

cost per pathological be treated to have a pathological for pathological
patient complete response complete response complete response
= AC-DH 33% 40393 € 121,180 € 30
~~ AC-DHP 45% 56375 € 1370 € 125277 € 22 4097 €

Conclusions:

real-world data.

1.370€ per percentage point of pCR.

these results

| - The results obtained in the AC-DHP cohort, which included Pertuzumab as a NeoT,
suggest better clinical outcomes compared to the AC-DH group, a confirmation based on

The AC-DHP average total cost/patient was 56,375€, with pertuzumab accounting for
13,978€ (24.79%) and increasing in 15,982€ the average cost/patient (p < 0.001). Clinical
staging and hormone receptors (HR) were significantly associated with pCR. ICER was

Future research using pertuzumab as comparator for newly treatments in the HTA and
reimbursement assessment based on patient’s outcomes in Portugal will surely consider
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Experiéncia do IPO - Porto com células CAR T
abril de 2019 a abril de 2022

Leucaféreses para CAR T
Tisagenlecleucel
Axicabtagene
Brexucabtagene

Ordens de compra para producéo de
CART

Numero de CAR T infundidos
Linfomas n&o Hodgkin
Leucemia linfoblastica

a7

25

21
1

45

39
37

19
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Experiéncia do IPO - Porto com células CAR T
abril de 2019 a abril de 2022

Doentes nao infundidos 6
Morte antes da infusao 4
Resposta completa apos “bridging” 1

Avaliacao de Resposta
Tisagenlecleucel
Axicabtagene

Ensaios clinicos

Lancet Oncol 2019; 20: 31-42

32 doentes LNH DGCB
46,1% RC
68,75% RC
(Juliet RC de 39%) (Zuma 1 RC de 54%)

Lancet Oncol 2021; 22: 1403-15 20
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Costs, effectiveness, and safety associated with Chimeric Antigen Receptor
(CAR)-T cell therapy: results from a Portuguese Comprehensive Cancer Center*

Authors and affiliations: Sérgio Chacim*, Teresa Monjardino* , José Luis Cunha, Pedro Medeiros,
Patricia Redondo, Maria José Bento, José Mario Mariz

Characteristics Total (n=20)
Overall survival (OS)
Alive with no evidence of disease 8 (40.0)
Alive with evidence of disease 3(15.0) —
Fatal events 9 (45.0)
Disease progression 7(35.0)
Neurotoxicity 1(5.0)
Hemophagocytic lymphohistiocytosis 1(5.0) |
Best Overall response rate (n=16%) 13 [81.3 (95%CI 54.4 - 96.0]
Complete response (CR) 9 [566.3 (95%CI: 29.9 - 80.2] /
Partial response (PR) 4[25.0 (95%CI: 7.3 — 52 4] ||
Disease progression (DP) 3[18.8 (95%CI: 4.0 — 45.6]

"Two patients died before infusion and 2 patients died before response assessment

cohort march 2021: 20 patients evaluated

*in press
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Em Conclusao

« Facilitadores da implementacao no IPO Porto
« Estrutura organica e cultura da organizagcao
« Cooperacao e multidisciplinariedade
« Marcos tecnologicos (agendamento do Hospital de Dia, processo
clinico eletrénico, prescricao eletronica de medicamentos, registo de
cancro, software da QoL, processo de acreditacéo...)

« Estudos sao importantes para apoio a deciséo
« Profissionais avaliam os resultados obtidos na pratica clinica
« Controlo de qualidade dos dados
* Incremento da investigacao clinica
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Utilizacao de dados em saude no apoio a decisao

vV U

MUITO OBRIGADA

A utilizacdo de dados em saude: a experiéncia do IPO Porto

Maria José Bento

mjbento@ipoporto.min-saude.pt
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