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Declaracao de conflitos de interesse

* Consultor em avaliacao de tecnologias em saude na Evidéncias /

Kantar Health

* Oncologista clinico no Departamento de Oncologia do HC-UFU

* Oncologista clinico no Oncocentro de Uberlandia — MG

(Oncoclinicas do Brasil)
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Tecnologias em saude
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O que é ATS?

. Segundo o Ministério da Saude, ATS é:

“... um processo de investigacdo das conseqliéncias clinicas, econémicas e sociais da

utilizacdo das tecnologias em saude.”

* Segundo a INAHTA ATS é:

...um campo multi-disciplinar de andlise politica que examina as implicacoes

éticas, sociais, econémicas e médicas dos valores incrementais, uso e disseminag@o

de uma tecnologia médica
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Avaliacdes de tecnologias em saude

O objetivo ATS é auxiliar a tomada de decisoes sob diferentes perspectivas.
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Tomada de decisOes em saude

Governo: Hospitais
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Tomada de decisao em saude
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Passos execucao ATS

Fonte: DACEHTA — Danish Centre for Health Technology
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ATS relatério completo

Agence cana
des médicar

i "'fln Health technologf;‘,

CADTH TECHNOLOGY REPORT

ssue 137 | Robot-Assisted Surgery Compared with Open
September 2011 | Surgery and Laparoscopic Surgery: Clinical
Effectiveness and Economic Analyses

IESS

SEMI NARIO~ . B INSTITUTO DE ESTUDOS
Incorporacao de Tecnologias na Saude Suplementar DRSS SUPESMENDAS




TAEBLE OF CONTENTS

EXNECUTIVE SUMAMARY .. e e e e e . e e -1

ACRONYMSE AND ABBREVIATIONS . — — _— _— — — —-im

q

INTRODUCTION I I - - . - 1

i1

1z

5.1

5=

T _1
Orwervasiw of Techslogy . e -z

510
512
513
514
515
515

51
53
53
54

5x1
553
553
524
5E:5
5E:5

Eaial-Asakied Sorpery Compenns ad® Ogen Sorgeny e Lassrosccrss S -

537
533
519

53010 B T T B T bl
54  Primmary Eoonomie Eval it Resils . oo T2
540 Ay S5 B FESLIES .ooveeeeeeerseeemem s e s e m s re s n e s e e e s s e renr s e rennnas =

542
543

E.1  Populiios Enpact
5.2 Budaet Irogass

[ ]

B4 Ethecal Consideralioes. .

7.1

TE 'E--tn:_s;ii..:nﬂ Wenkewg—m ol thes Aseeesmesr ... k- H
T3 Ceencralizsbiliny of Fead s .o e a9
T4 Kneslelge e e ————— 0
CONCLUSIONS ... - - - — - - - - .50
REFEREMLCES .. ... - - - — - - I |
Sppendix 1: Camadian Licensing Imformation fior the da Yimol System.....ooooo 111
Appendix 2-  Litorabune Soanch SEratogy 1%
Sppendix 3 Climical Shadies Assossmont Form 156
Appondin 42 Flow Chart of Solected Chinical Studies._....._ . . . I -
Sppendin 52  Excluded Shedies for Climical Rowies .. ras . . ———13a
Appendix 6 Stody Chamacbenstics_ ... — — N 1
Sppendix T-  Addibional Stedy and Pationt Characterisiics. 18
Sppondix B2 Patent Charactenstcs 195
Sppendix 3 Subanalyses of Prostaiectonmy by Study Design. Sthedy Suality,and
Romoval of Juitliers r¥y
Sppendix 10c Subanalyses of Hysboreciociomy by Stedy Design. Stody O uality,
and Remosal of Outiars ¥y
Sppendix 11: Subanalyses of Mephrectonry by Study Design, Sthedy Quality,
and Remowal of Outliers. 250
Sppendix 12 Boonomic Rewvies Data Extraction Fomn rN¥
Sppondin 13: Stedies. Excluded from the Economilc Rowviow. ol 1]
Sppondin 14: Assessmont of Quality of Aeporting of Studies in Ecomomic Rovies ... 254
Appendix 15 Boconomic Rewview Extormal Vabidity Cha-cklist 250
Appondix 16: Troatmant of Robotic Costs in Stedies from Economic Roswiews ... 257
Appendix 17: Ewidence Tables for Economic Roviow 1]
Appendix 18- Undiscourted Per<onbtne Costs of da Vincl Robot,
Maironance, Corsumables, and Traiming, by Year * 7
e’ S¥ecinanas aved Eorrcerns et
INSTITUTO DE ESTUDOS
DE SAUDE SUPLEMENTAR

Incorporacao de Tecnologias na Saude Suplementar



ATS na ANS

* Incorporacao de procedimentos

e Ex.: Cirurgias por videolaparoscopia

* Incorporacao especifica de tecnologias

* Ex.: Vemurafenibe para melanoma avancado
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Geréncia/Diretoria: GGRAS/DIPRO.
Protocolo n.o, 33902, “ 2013- ) f rm
Data Registro: S

5
Hora Registro: O3 : 4y > - /
Assinatura: {- s Q

L Agéncia Nacional de
- Satide Suplementar

Nota n.° 036 /2013/GGRAS/DIPRO/ANS
Rio de Janeirog) de fevereiro de 2013.

Assunto: ATUALIZAGCAO DA NOTA GGRAS/DIPRO N° 98/ 2011, QUE TRATA
DOS CRITERIOS PARA REVISAO DO ROL DE PROCEDIMENTOS E EVENTOS EM
SAUDE - ANS - 2013/2014.

Nesse sentido, as revisoes do rol tém como principais diretrizes:
e Inclusdo de tecnologias com evidéncias de sequrancga, eficacia, efetividade

(Avaliagao de Tecnologias em Saude-ATS);
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ATS na ANS

Pareceres Técnicos da ANS

Pareceres sobre Temas de Cobertura Assistencial

Parecer Técnico N® 01_2016-Angiotomografia Coronariana

Parecer Técnico N° 02_2016-Anticoagulante Lipico

Parecer Técnico N® 03_2016-Antigenemia Para Citomegalovirus

Parecer Técnico N° 04_2016-Assisténcia Domiciliar - Home Care

Parecer Técnico N* 05_2016-Aterectomia Percutdnea Orientada Por Raio X

Parecer Técnico N° 06_2016-Cifoplastia
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ATS na ANS

e DUTs
e REBRATS

* CONITEC
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ATS na saude suplementar brasileira: “gaps”

* Clinico
* Definir Desfechos
* Definir relevancia

* Econbmico
e Conhecer custos no Brasil
e Definir ICER limite
* BIA é prioridade?
* Organizacao
e Curva aprendizado
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Como atender aos gaps Clinicos (eficacia, efetividade, seguranca)?
Estudos clinicos:

* Necessidade regulatoria

* Registro de drogas /
devices

* Precificacao / Reembolso
* Adocao de tecnologias

e Tomada de decisao

— Exercicios comparativos

— Adocao de tecnologias

0 EUROPEAN MEDICINES AGENCY == . L
SCIENCE MEDICI
F

NES HEALTH

Agéncia Nacional
de Vigilancia Sanitaria

Ministério da Sadde
SCTE
s

DG a
National Institute for
Health and Clinical Excellence
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Receita do mercado farmacéutico
por regl 50 em 2015 (€B|) Evoulr:ries With The Biggest Global Pharmaceutical Markets In The

Value of Pharmaceutical Market (in millions of $)

500
1 USA 339,694
416.6 2 Japan 94,025
400
3 China 86,774
4 Germany 45,828
e 278.8 5 France 37,156
- 6 Brazil 30,670
z 217.8
g 200 7 Italy 27,930
(=4
8 UK 24,513
100 g Canada 21,353
(515}
10 Spain 20,741

North America Acia, Africa, Eurapean Union Latin America
€D worldatlas

statista®a e e Pl e
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PFS como desfecho aceito para a aprovacao de medicamentos

antineoplasicos
= N

=A G EUROPEAN MEDICINES AGENCY 1

AN CIENCE MEDICINES HEALTH PO .

UI.-S. Food and Drug Administration - k ‘ ; AgenC|a NaCIonaI
Protecting and Promoting Your Health de VigllénCia Sanlté ria

13 December 2012 EMA/CHMP/205/95/Rev.4 Oncology

Guidance for Industry Working Party

Clinical Trial Endpoints for the Approval Guideline on the evaluation of anticancer medicinal products in

of Cancer Drugs and Biologics man

U.S. Department of Health and Human
Services Food and Drug Administration
Center for Drug Evaluation and
Research (CDER) Center for Biologics
Evaluation and Research (CBER)

May 2007 Clinical/Medical

Desfechos primarios aceitos sao OS

Aceito como and PFS/DFS. Magnitude do efeito
intermediario forma a base da avaliagao risco- Nenhum guia
beneficio oficial
publicamente
disponivel

v v ?
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Estudos Clinicos vs Validade externa

Kennedy-Martin et al. Triok (2015) 16:495

o —— \P\ TRIALS Real world patients vs RCT

* Older

A literature review on the ® e * Poor performance status
representativeness of randomized * Worse disease prognosis
controlled trial samples and implications * |neligibility rates >50% in 66.7%

for the external validity of trial results

Tessa Kennedy-Martin' ", Sarah Curtis”, Douglas Faries’, Susan Robinson' and Joseph Johnston”

of the studies
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VALUE TN HEALTH 240 (2017) S20=-532

Available online at www.sciencediract.com T&n’uf

ScienceDirect

journal homepage: www.alsaviar.com/locata/jval

Policies for Use of Real-World Data in Health Technology
Assessment (HTA): A Comparative Study of Six HTA Agencies
Amr Makady, MSc™**, Renske ten Ham, MSc”, Anthonius de Boer, MD”, Hans Hillege, PhD",

Olaf Klungel, PhD?, Wim Goettsch, PhD ", on behalf of GetReal Workpackage 1

"The National Healthcare Institute (ZIN), Diemen, The Netherlands; “Division of Pharmacoepidemiology and Clinical Pharmacology,
Utrecht Institute for Pharmaceutical Sciences, Utrecht, The Netherlands; *Department of Epidermiclogy, University Medical Centre
Groningen, Groningen, The Netherlands
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N I C E Mational Institute for
Health and Care Excellence

Summary of data for percutaneous intradiscal radiofrequency treatment of the intervertebral disc nucleus for low back pain

This tool helps clinicians using percutaneous intradiscal radiofrequency treatment of the intervertebral disc nucleus for low back pain to review clinical outcomes. Data should be reviewed at
appropriate intervals and practice should be changed if the results suggest the need to do so.

The tool contains a data collection sheet containing drop down options and free text boxes. A summary of the data is shown in the tables and graphs below.

N=0
Reduced disability (Oswestry Disability Index, ODI) 0/0 %
c I i n ic a I a u d it tO 0 I Reduced pain (Visual analogue scale, VAS) 0/0 %
mproved physical function (Short Form-36, SF-36) 0/0 %
mproved quality of life (SF-36 or EQ-5D) 0/0 %
- -
Implementing the NICE guidance — 00 %
= = INo subsequent procedures were needed 0/0 %
on percutaneous intradiscal I —
[Other outcome measure of benefit 0/0 %
radiofrequency treatment of the
IAdverse outcomes Number %
i bral di I forl
intervertebral disc nucleus for low S —— 00 %
= Nerve damage 0/0 %
back pain (IPG545) N
Infection 0/0 %
Bleeding 0/0 %
Catheter breakage 0/0 %
Discitis 0/0 %
Pub”shed: Januarv 2016 Other adverse outcome 0/0 %
Consent Number %
A discussion has taken place about the uncertainties surrounding the procedure's efficacy 0/0 %
[The patient has received written information explaining that there are uncertainties about the procedure's efficacy 0/0 %
Written consent to treatment has been obtained 0/0 %
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Estudos observacionais...

* Definir instituicoes participantes

* Definir desfechos
* Devices: Permanéncia hospitalar; Mortalidade 30 dias, PRO...
* Oncologia: Sobrevida livre de progressao; Sobrevida global; Tempo para mudanca de
tratamento

* Trabalho conjunto:

* Industria

* Sociedades de especialidade

* Prestadores (Hospitais, redes de clinicas...)
* Associacao de pacientes

IESS
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