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Poland

New Zealand
Portugal

Italy

Spain
Greece
Slovakia
Japan
Switzerland
United States
Luxembourg
Ireland
Denmark
Belgium
Norway
Canada
United Kingdom
Finland
Sweden
Austria
Germany
France
Netherlands

16.2% (11.1%, 40.6%)
15.5% (8.9%, 26.8%)
13.3% (8.7%, 23.0%)
11.1% (7.5%, 21.4%)
10.0% (5.4%, 16.7%)
9.7% (4.8%, 15.2%)
7.0% (4.4%, 9.9%)
5.2% (2.9%, 9.5%)
5.2% (2.9%, 9.0%)
5.2% (2.6%, 8.8%)
5.1% (2.6%, 7.9%)
4.2% (2.5%, 6.2%)
3.9% (2.3%, 6.1%)
3.1% (1.9%, 5.0%)
3.0% (1.8%, 4.1%)
3.0% (1.8%, 3.9%)
3.0% (1.6%, 3.8%)
2.9% (1.6%, 3.5%)
2.7% (1.4%, 3.4%)
2.1% (1.1%, 3.4%)
2.1% (0.6%, 2.9%)
1.8% (0.4%, 2.8%)
1.0% (0.4%, 1.8%)

81.1% (55.4%, 203.0%)
77.5% (44.5%, 133.8%)
66.6% (43.6%, 114.9%)
55.6% (37.4%, 107.1%)
50.0% (27.1%, 83.3%)
48.3% (23.9%, 76.2%)
35.2% (22.0%, 49.5%)
26.1% (14.6%, 47.7%)
26.0% (14.3%, 44.8%)
25.9% (13.2%, 43.9%)
25.5% (13.1%, 39.5%)
21.2% (12.7%, 31.1%)
19.6% (11.5%, 30.3%)
15.6% (9.6%, 24.9%)
15.2% (8.8%, 20.6%)
14.9% (8.8%, 19.6%)
14.9% (8.1%, 19.2%)
14.4% (8.1%, 17.7%)
13.5% (6.9%, 17.1%)
10.7% (5.7%, 17.0%)
10.5% (2.9%, 14.7%)
9.0% (2.0%, 13.9%)
5.2% (2.0%, 9.0%)

121.6% (83.1%, 304.5%)
116.3% (66.8%, 200.6%)

99.9% (65.3%, 172.3%)
83.4% (56.1%, 160.7%)
75.0% (40.7%, 125.0%)
72.4% (35.8%, 114.3%)
52.8% (33.0%, 74.3%)
39.1% (21.9%, 71.6%)
39.0% (21.5%, 67.2%)
38.8% (19.8%, 65.9%)
38.2% (19.6%, 59.3%)
31.8% (19.1%, 46.6%)
29.4% (17.3%, 45.4%)
23.5% (14.3%, 37.3%)
22.8% (13.3%, 30.9%)
22.4% (13.2%, 29.4%)
22.3% (12.2%, 28.8%)
21.6% (12.2%, 26.6%)
20.3% (10.4%, 25.6%)
16.1% (8.5%, 25.5%)
15.8% (4.4%, 22.0%)
13.4% (3.1%, 20.8%)
7.9% (3.0%, 13.6%)

162.2% (110.9%, 405.9%)
156.0% (89.0%, 267.5%)
133.2% (87.1%, 229.8%)
111.1% (74.8%, 214.3%)
100.0% (54.3%, 166.7%)

96.6% (47.7%, 152.4%)
70.4% (44.0%, 99.0%)
52.1% (29.2%, 95.5%)
52.0% (28.6%, 89.6%)
51.7% (26.4%, 87.9%)
50.9% (26.1%, 79.1%)
42.4% (25.4%, 62.2%)
39.2% (23.1%, 60.6%)
31.3% (19.1%, 49.8%)
30.4% (17.7%, 41.2%)
29.9% (17.6%, 39.2%)
29.7% (16.2%, 38.3%)
28.8% (16.2%, 35.5%)
27.0% (13.8%, 34.2%)
21.4% (11.4%, 34.1%)
21.1% (5.9%, 29.4%)
17.9% (4.1%, 27.7%)
10.5% (4.0%, 18.1%)

19.1% (13.0%, 45.1%)
15.1% (9.3%, 26.1%)
16.5% (9.9%, 28.5%)
12.3% (8.5%, 25.2%)
11.2% (5.4%, 17.0%)
Not available

Not available

6.8% (3.9%, 11.1%)
5.6% (2.6%, 6.7%)
5.8% (2.9%, 9.7%)
6.4% (3.6%, 10.7%)
Not available

5.9% (3.2%, 10.3%)
Not available

3.4% (2.3%, 5.8%)
3.6% (2.3%, 5.9%)
3.3% (2.0%, 4.3%)
3.4% (2.0%, 4.3%)
3.2% (1.9%, 4.2%)
2.4% (1.4%, 3.3%)
2.6% (1.5%, 3.8%)
2.0% (0.8%, 3.3%)
1.4% (0.4%, 2.4%)

95.3% (65.1%, 225.5%)
75.6% (46.4%, 130.4%)
82.6% (49.4%, 142.6%)
61.7% (42.5%, 125.9%)
56.0% (26.9%, 85.2%)

33.8% (19.5%, 55.5%)
28.1% (12.9%, 33.7%)
29.1% (14.7%, 48.6%)
32.1% (18.1%, 53.7%)

29.3% (15.8%, 51.3%)

16.9% (11.3%, 29.1%)
18.2% (11.4%, 29.3%)
16.6% (9.9%, 21.3%)
16.9% (9.9%, 21.6%)
15.9% (9.5%, 21.2%)
12.0% (7.1%, 16.5%)
13.1% (7.7%, 19.2%)
10.0% (3.9%, 16.3%)
7.0% (2.2%, 12.1%)

142.9% (97.7%, 338.3%)
113.4% (69.7%, 195.6%)
124.0% (74.2%, 213.9%)

92.6% (63.7%, 188.8%)
83.9% (40.3%, 127.9%)

50.7% (29.3%, 83.2%)
42.2% (19.4%, 50.6%)
43.6% (22.1%, 72.8%)
48.2% (27.1%, 80.6%)

43.9% (23.7%, 76.9%)

25.4% (16.9%, 43.7%)
27.8% (17.1%, 43.9%)
24.8% (14.8%, 32.0%)
25.3% (14.8%, 32.4%)
23.9% (14.2%, 31.9%)
18.0% (10.6%, 24.7%)
19.7% (11.6%, 28.8%)
15.1% (5.9%, 24.5%)

10.5% (3.3%, 18.1%)

190.5% (130.3%, 451.0%)
151.2% (92.9%, 260.8%)
165.3% (98.9%, 285.2%)
123.5% (84.9%, 251.8%)
111.9% (53.7%, 170.5%)

67.6% (39.0%, 110.9%)
56.3% (25.8%, 67.5%)
58.2% (29.4%, 97.1%)
64.3% (36.1%, 107.4%)

58.6% (31.6%, 102.6%)

33.8% (22.5%, 58.3%)
36.4% (22.8%, 58.6%)
33.1% (19.7%, 42.7%)
33.8% (19.8%, 43.2%)
31.9% (19.0%, 42.5%)
24.0% (14.2%, 32.9%)
26.3% (15.5%, 38.3%)
20.1% (7.9%, 32.6%)

14.0% (4.4%, 24.2%)

lyengar S, Tay-Teo K, Vogler S, Beyer P, Wiktor S, et al. (2016) Prices, Costs, and Affordability of New Medicines for Hepatitis C in 30 Countries: An Economic Analysis. PLoS Med 13(5): €1002032. doi:10.1371/journal.pmed.1002032
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“the cost of cancer care has risen appreciably in recent years,
and is projected to increase at an unsustainable rate if left to
pharmaceutical companies, with the prices of new cancer
medicines increasing up to 10-fold during the past 10 years and
likely to continue” (p.103)

Table 12. Examples of high prices for cancer drugs (acquisition costs) with often limited

health gain
Drug Total drug acquisition costs per patient and estimated increase in survival
: e USS 80352
Celmah e 1.2 months (non-small cell lung carcinoma)
e USS 90816
Bevacizumab ’ et LS55 0N
e 1.5 months (metastatic breast cancer — not statistically significant)
o e USS$15752
Exiotinih e 10 days (pancreatic cancer)
) e USS$34373
Sorafentb e 2.7 months (renal cell carcinoma)

Source: Fojo & Grady (12).
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Research

Availability of evidence of benefits on overall survival and quality of life of cancer
drugs approved by European Medicines Agency: retrospective cohort study of drug
approvals 2009-13

BMj 2017 ;359 doi: https://doi.org/10.1136/bmjj4530 (Published 04 October 2017)
Cite this as: BMJ 2017:359:j4530

BMJ talk medicine s SOUNDCLOUD
‘ ? There's no clear evidence that most new cancer drugs ex... & Compartilhar

Article Related content Metrics Responses Peer review

Courtney Davis, senior lecturer1, Huseyin Naci, assistant professor of health policy 2,
Evrim Gurpinar. MS¢ candidate in international health policy 2. Elita Poplavska, assistant professor3,
Ashlyn Pinto, MSc candidate in global health 2. Ajay Aggarwal, academic clinical oncologist* S

OECD Health Working Papers No. 87

Pharmaceutical Expenditure Annalisa Belloni,
And Policies: Past Trends David Morgan,
And Future Challenges Valérie Paris

“Conclusions This systematic evaluation of oncology approvals by
the EMA in 2009-13 shows that most drugs entered the market
without evidence of benefit on survival or quality of life. At a
minimum of 3.3 years after market entry, there was still no
conclusive evidence that these drugs either extended or improved
life for most cancer indications. When there were survival gains
over existing treatment options or placebo, they were often
marginal.”

“Among the 12 new anticancer drugs approved by the FDA in
2012, only one provides survival gains that exceed two
months”. (p.37)



“FDA documents reveal benefits more modest than these
accolades and costs suggest... long-term efficacy is unknown”.

SCIENCE TRANSLATIONAL MEDICINE | FOCUS (p1-2)

DRUG DEVELOPMENT

Efficacy and costs of spinal muscular atrophy drugs “If the estimated 15 new cell and gene therapy treatments per
Jonathan J. Darrow'*, Monica Sharma?, Mansa Shroff’, Anita K. Wagner*® year impose similar costs for similar population sizes [...] annual
Evaluating the benefits, risks, and costs of two drugs to treat spinal muscular atrophy raises questions aboutthe ~ COStS WOUId reaCh $195 bl”lon to treat 97,500 patlents or
future of rare disease medicines. . ”

0.03% of the U.S. population” (p.3).

“Although the progress to develop treatments for SMA is
encouraging, the expected proliferation of high-cost treatments
that may sometimes offer only modest benefits requires
immediate legislative attention” (p.3).
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oasto anual numero de pacientes atendidos

Imedicamentos geridos
pelo CEAF 2019

[previsdo para

.5 bilhdoes de reais |2,5 millhdes de pacientes

.9 bilhdes de reais  [450 pacientes

[primeiro ano




ORCAMENTO
TEMATICO DE ACESSO
A MEDICAMENTOS
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Gastos com medicamentos do Ministério da Saude
(em bilhdes de reais corrigidos a pregos de 2019)

A execucgao financeira do MS
com medicamentos volta
a subir em 2019, chegando
a R$ 19,8 bilhdes apdés uma
estabilidade nos anos ante-
riores e se equipara ao pico
de 2016. Esse gasto mais que
dobrou quando compara-
do a 2008, enguanto o do
Ministério cresceu cerca de
42% em termos reais. Assim,
ele consome uma fatia cada
vez maior do orgamento da

sallde

19,9 19,8

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019
[ OTMED == %OTMED/MS




I Alocacgao de recursos e controle de gastos na Inglaterra

National Institute for Health and Care Excellence — NICE
 Andlise de custo-efetividade
* Limite de £30.000/QALY
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EXPECTATIVA DE QUALIDADE DE
TRATAMENTO VIDA VIDA QALY
A 10 0.6 6
B 5 0.4 2

Diferenca 4




EXPECTATIVA DE QUALIDADE DE
TRATAMENTO VIDA N QALY
A 10 0.6 6 50.000
B 5 0.4 2 10.000

Diferenca 4 40.000




EXPECTATIVA DE QUALIDADE DE
TRATAMENTO VIDA VIDA QALY
A 6 0.5 3 50.000
B 5 0.4 2 10.000

Diferenca 1 40.000




FIGURE 2: ADDITIONAL DAYS OF QUALITY-ADJUSTED LIFE PER £1,000 FOR SELECTED INTERVENTIONS

300 B NICE approved
2664
B Provisionally NICE approved
250 —
B Approved by Cancer Drugs Fund
{rejected by NICE)
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Smoking Dual-chamber Telaprevir Axitinib Awvastin Kadeyla
cessation pu:amakﬂr Telaprevir for Aitinib for people Awastin bor people Kodoylo tor HER2
Inferventions io Dual-chambered people already with kidney cell with metastatic positive breast
prevent pregnant pacemakers for underngaoing carcinoma who breast cancer cancer patients,
wornen from people with a frectment for hawve taken taking compared with
smoking showr heart rate genatype | sunifinib capecitabine lapatinib plus
condition chronic hepatifis C capecitabine

Source: Nuffield Trust. Rationing in the NHS, 2015



PROJETO DE LEIN® | DE 2021
(Do Sr. Guilherme Mussi)

Reconhece ao portad
Espinhal (AME) o di
génica no ambito (
Saude (SUS), na forn|

O Congresso Nacional decreta:

Art. 1° Esta lei reconhece e regula, em dmbito nacional,
de Atrofia Muscular Espinhal (AME) receber terapia génica 1
Unico de Saide (SUS).

Pardgrafo Unico. Na auséncia de normas e regras da
setembro de 1990, que regulem terapias génicas de alto custo, af
lhes serdo aplicadas supletiva e subsidiariamente.

Art. 2° E direito do portador de Atrofia Muscular Espin
dmbito do Sistema Unico de Saide (SUS), de modo universal
terapia génica.

§ 1° Para uso no SUS, os medicamentos necessarios a ry
que trata o caput deverdo estar previamente registrados pela
Vigilancia Sanitaria (ANVISA).

0 de rece
0 de recebe

PROJETO DE LEI N°
(Do Sr. CELSO MALDANER)

, DE 2020

Dispde sobre af

obrigatéria do medicg
na lista RENAME e sy
Sistema Unico de
populares.

O Congresso Nacional decreta:

ZOLGENSMA até dezembro de 2020

Art. 2° O Ministério da Saude consol
atualizagdes da RENAME, do respectivo Formulario T¢
dos Protocolos Clinicos e Diretrizes Terapéuticas.

Art. 3° Ficam as unidades do programa
Brasil, obrigadas a disponibilizar aos interessados, em Id
listagem medicamentos constantes na Relagdo Nacior
Essenciais.

Art. 4° Fica o Governo Federal autorizadd
medicamento, cuja auséncia no ambito do Sistema Ui
causar riscos a saude publica.

Art. 5° Esta lei entrard em vigor na data df

STF decidira no plenario fisico tese sobre fornecimento de

BRASILIA

APOS PEDIDO DE VISTA

medicamento de alto custo

Ministros ja tomaram a decisdo no mérito, mas falta fixar uma tese com repercussao geral

KARLA GAMBA

26/08/202107:00
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