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 ESTE FORUM ESTA SENDO REALIZADO TOTALMENTE AS EXPENSAS DA ABHH — ASSOCIAGAO
BRASILEIRA DE HEMATOLOGIA, HEMOTERAPIA E TERAPIA CELULAR;

«NAO HA/HOUVE QUALQUER APORTE ECONOMICO DE:
o INDUSTRIA FARMACEUTICA;
e GOVERNO;
o ASSOCIAGCOES NAO GOVERNAMENTAIS;
« EMPRESAS DIVERSAS;
o PESSOAS FiSICAS.

« NAO HA/HOUVE COBRANCA DE INSCRICAO;

« NAO HA/HOUVE PAGAMENTO DE HONORARIOS A PALESTRANTES.
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IMPORTANTE: CARATER EDUCATIVO, NAO REIVINDICATORIO!!!
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e Terapia Celular Brasil ABHI

Lembrete:

~50 milhoes de Brasileiros dependem da Saude Suplementar!

ePopulag¢ao Total:

Fonte: http://www.ans.gov.br/perfil-do-setor/dados-gerais
Acessado em 07/03/2018

eUruguai: 3,42 milhoes;
eDinamarca: 5,68 milhoes

ePortugal: 10,37 milhdes;

Fonte:

.GréCIa. 10’84 m||h6es; https://pt.wikipedia.org/wiki/Lista de pa%C3%ADses por popula%C3%A7%C3%A30
Acessado em 07/03/2018

eBélgica: 11,25 milhdes;
eHolanda (paises baixos): 16,92 milhdes;
eReino Unido: 64,80 milhoes.

Lembrete:

~150 milhoes de Brasileiros dependem do SUS!



http://www.ans.gov.br/perfil-do-setor/dados-gerais
https://pt.wikipedia.org/wiki/Lista_de_pa%C3%ADses_por_popula%C3%A7%C3%A3o
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ACESSO A MEDICACAO NO BRASIL

Contextualizagao:

v'ISSO E UM PROBLEMA?

v'NOSSO?

v'SO NOSSO?
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ACESSO A MEDICACAO NO BRASIL
Contextualizagao:

v PARAISO: TUDO PARA TODOS...
v INFERNO: NADA PARA NINGUEM...
v' PILARES DO SUS:
UNIVERSALIDADE + EQUIDADE + INTEGRALIDADE
- Equilibrio: TODOS EM MESMAS CONDIGOES:

- Demanda: Critérios, Par@metros, Respaldos, Evidéncias, etc etc etc



. FORUM 2019
ABHH R

disponibilidade§

Associagdo Brasileira de acesso a -

de Hematologia, Hemoterapia med!cagao no 15/FEV
e Terapia Celular Brasil

ABLIL
a - Sao Paulo/SP

ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Registro - ANVISA;
v’ Aprovacdo dos Orgdos Reguladores: CONITEC (SUS); COSAUDE (ANS — ROL);
v’ Disponibilidade:

v" Abastecimento / Fornecimento;

v’ Interrupg¢éo:

v’ Qualidade /Seguran¢ca — ANVISA
v' Motivos Comerciais — Industria

v’ Contingéncias.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Registro - ANVISA;
v’ Aprovacdo dos Orgdos Reguladores: CONITEC (SUS); COSAUDE (ANS — ROL);
v’ Disponibilidade:

v" Abastecimento / Fornecimento;

v’ Interrupg¢éo:

v’ Qualidade /Seguran¢ca — ANVISA
v' Motivos Comerciais — Industria

v’ Contingéncias.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Registro — ANVISA:

v Prazo;

v’ Critérios;

v’ Viabilidade;

v’ Confiabilidade;

v’ Seguranca.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Registro - ANVISA;
v’ Aprovacdo dos Orgdos Reguladores: CONITEC (SUS); COSAUDE (ANS — ROL);
v’ Disponibilidade:

v" Abastecimento / Fornecimento;

v’ Interrupg¢éo:

v’ Qualidade /Seguran¢ca — ANVISA
v' Motivos Comerciais — Industria

v’ Contingéncias.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v'Aprovacdo dos Orgdos Reguladores:

v CONITEC (SUS):

v’ Plendrio / Secretaria Executiva;

v’ Consulta Publica / Férum / Reunido.
v/ COSAUDE (ANS — ROL):

v' COGEST/GEAS/GGRAS/DIRAD-DIPRO/DIPRO — GT — Grupo de Trabalho;
v’ Consulta Publica / FormROL.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Registro - ANVISA;
v’ Aprovacdo dos Orgdos Reguladores: CONITEC (SUS); COSAUDE (ANS — ROL);
v’ Disponibilidade:

v" Abastecimento / Fornecimento;

v’ Interrupg¢éo:

v’ Qualidade /Seguran¢ca — ANVISA
v' Motivos Comerciais — Industria

v’ Contingéncias.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Disponibilidade:
v" Abastecimento / Fornecimento:
v’ Licitagéo;
v’ Compra;
v’ Transporte;
v’ Estoque
v’ Judicializacdo;

v’ Contingéncias.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Registro - ANVISA;
v’ Aprovacdo dos Orgdos Reguladores: CONITEC (SUS); COSAUDE (ANS — ROL);
v’ Disponibilidade:

v" Abastecimento / Fornecimento;

v’ Interrupg¢éo:

v’ Qualidade /Seguran¢ca — ANVISA
v' Motivos Comerciais — Industria

v’ Contingéncias.
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ACESSO A MEDICACAO NO BRASIL
Algumas Etapas para o Acesso:

v’ Interrupcdo:
https://www.fda.gov/drugs/drugsafety/drugshortages/default.htm

v _ .
USA - FDA: Acessado em 25/01/2019:

e Aminocaproic Acid Injection, USP (Resolved)

e Asparaginase Erwinia Chrysanthemi (Erwinaze) (Currently in Shortage)

e Deferoxamine Mesylate for Injection, USP (Currently in Shortage)

e Enoxaparin Sodium Injection (Discontinuation)

e Heparin Sodium and Sodium Chloride 0.9% Injection (Currently in Shortage)

e Mechlorethamine Hydrochloride (Mustargen) for Injection (Discontinuation)

e Nelarabine (Arranon) Injection (Currently in Shortage)
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ACESSO A MEDICACAO NO BRASIL
Dificuldade de Acesso:

Altretamine (Hexalen) Capsules (Discontinuation)

/ In terrupgdo . e Asparaginase Erwinia Chrysanthemi (Erwinaze) (Currently in Shortage)

e Cytarabine Liposome (DepoCyt) Injection (Discontinuation)

‘/ USA _ FDA: e Denileukin Diftitox (Ontak) Injection (Discontinuation)

e Dexrazoxane Injection (Currently in Shortage)

e Ethiodized Oil (Lipiodol) Injection (Currently in Shortage)

e Etoposide Injection (Currently in Shortage)

. Etoposide Phosphate (Etopophos) Injection (Currently in Shortage)

https://www.fda.gov/drugs/drugsafety/drugshortages/default.htm « Gemcitabine Hydrochloride (Gemzar) Lyophilized Powder for
Injection (Discontinuation)

Oncology _ FDA Acessado em 25/01/2019 e Leucovorin Calcium Lyophilized Powder for Injection (Currently in Shortage)

e Leuprolide Acetate Injection (Currently in Shortage)

e Methotrexate Sodium Injection (Currently in Shortage)

e Olaparib (LYNPARZA®) Capsules (Discontinuation)

e Peginterferon alfa-2b (Sylatron) (Discontinuation)

e Sodium lodide | 131 Capsules (Discontinuation)

e Sodium lodide | 131 Solution (Discontinuation)

e Teniposide (Vumon) Injection (Discontinuation)

e Vinorelbine Tartrate Injection (Discontinuation)

e Zoledronic Acid (Zometa) Injection (Discontinuation)
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ACESSO A MEDICACAO NO BRASIL
Dificuldade de Acesso:
e Amikacin Injection
‘/ /nterl’upgﬁo e Aminocaproic Acid Injection, USP

v [ISA - ASH-

@)gic Drug Shortage Informati@

http://www.hematology.org/Clinicians/Drugs/Shortages.aspx

Updated on: October 22, 2018

ASH continues to work with Congress, federal agencies, and other stakeholders to ensure
continued access to safe and effective hematologic drugs.

Anagrelide Hydrochloride Capsules

Antropine Sulfate Injection

Asparaginase Erwinia Chrysanthemi (Erwinaze)

Azathioprine Tablet

Calcium Gluconate Injection

Cefazolin Injection

Cefotetan Disodium Injection

Clindamycin Phosphate (Cleocin) Injection

Cytarabine Liposome (DepoCyt) Injection - Discontinuation

Deferoxamine Mesylate for Injection, USP

Dexamethasone Sodium Phosphate Injection

Dexrazoxane Injection
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ACESSO A MEDICACAO NO BRASIL
Dificuldade de Acesso:
e Dextrose 5% Injection Bags
\/ Interrupgao e Diazepam Injection, USP
v 1ISA _ ASH- e Diphenhydramine Injection

@)gic Drug Shortage Informati@ .

http://www.hematology.org/Clinicians/Drugs/Shortages.aspx

Updated on: October 22, 2018

ASH continues to work with Congress, federal agencies, and other stakeholders to ensure
continued access to safe and effective hematologic drugs. .

Doxorubicin (Adriamycin) Lyophilized Powder

Etoposide Phosphate (Etopophos) Injection

Heparin Sodium and Sodium Chloride 0.9% Injection

Imipenem and Cilastatin for Injection (Primaxin I.V. ADD-Vantage) - Discontinuation

Leucovorin Calcium Lyophilized Powder for Injection

Leuprolide Acetate Injection

Lidocaine Hydrochloride (Xylocaine) Injection

Lorazepam (Ativan) Injection

Magnesium Sulfate Injection

Methotrexate Sodium Injection

Metronidazole Injection
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ACESSO A MEDICACAO NO BRASIL
Dificuldade de Acesso:

e Morphine Sulfate (Astramorph PF, Duramorph, Infumorph) Injection (Preservative

v Interrupc¢éo: Free)

e PEGINTRON (peginterferon alfa-2b) REDIPEN - Discontinuation

v [ISA - ASH-

@)gic Drug Shortage Informati@ ) . o
e Piperacillin and Tazobactam (Zosyn) Injection

http://www.hematology.org/Clinicians/Drugs/Shortages.aspx

e Potassium Chloride Injection

Updated on: October 22, 2018 e Potassium Phosphate Injection

ASH continues to work with Congress, federal agencies, and other stakeholders to ensure o pyochlorperazine Injection
continued access to safe and effective hematologic drugs.

e Promethazine Injection

e Sodium Bicarbonate Injection

e Sodium Chloride 0.9% Injection Bags

e Thiotepa (Thioplex) for Injection

e Tobramycin Solution for Injection

e Vancomycin Hydrochloride for Injection

Vincristine Sulfate Injection
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ACESSO A MEDICACAO NO BRASIL
Dificuldade de Acesso:

v’ Interrupcdo:

v [ISA - ASH-

@)gic Drug Shortage Informati@

http://www.hematology.org/Clinicians/Drugs/Shortages.aspx

Updated on: October 22, 2018

ASH continues to work with Congress, federal agencies, and other stakeholders to ensure
continued access to safe and effective hematologic drugs.

Recently Resolved Hematologic Drug Shortages

Aminocaproic Acid (Amicar)

Bleomycin Sulfate for Injection

Cyanocobalamin (Vitamin B12) Injection

Daunorubicin Hydrochloride Solution for Injection

Famotidine Injection

Heparin Sodium Injection

Metoclopramide Injection (Reglan)

Ondansetron (Zofran) Injection

Ranitidine Hydrochloride (Zantac) Injection

Sodium Phosphate Injection

Sulfamethoxazole and Trimethoprim (Bactrim) Oral Suspension

Ticarcillin Disodium/Clavulanic Potassium (Timentin) Injection
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ACESSO A MEDICACAO NO BRASIL

Dificuldade de Acesso:
AMERICAN SOCIETY OF HEMATOLOGY
/ Interrupgdo: 2021 L Street, NW, Suite 500, Washington, DC 20036 ph 202 776.0544 fax 202.776.0545 e-man ASH@hematology.org

Sincerely,

v’ USA - ASH:

January 11,2019

Scott Gottlieb, MD
Commussioner, U.S. Food and Drug Admmistration

Members of the Agency Diug Shortages Task Force
10903 New Hampshire Avenue

Silver Spring, MD 20993

Re:  Docket No. FDA-2018-N-3272-0001: Ideutifying the Root Canses of Drug Shaortages and Roy L Silverstein, MD
Finding Enduring Solutions; Public Meeting; Request for Commrents President

The Society would like to highlight the following points to emphasiTe believ o Rationing Care ) As a result of shost supplies of some medications, institutions and practices have had to

thﬁ‘ Pl’Oblﬁ‘ﬂl Of dﬂlg ShOL’tﬂgﬁ‘S to bE‘Z ESLID . errcics to Pl’iOl'iUl.Zf‘. ﬂlld IﬂtiOll thﬁ‘ use OfCE‘l’tﬂ.iI] drugs.

oToTo! not because the patient lacks coverage, or because of prohibitively high
costs, ot because they ate not sure how to treat, but, rather, because the standard treatment

Changes to treatment plans, including rescheduling and reworking treatments because of
< Take patients suffer emotionally at a time they are embarking on a major therapy regimen.
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ACESSO A MEDICACAO NO BRASIL

Contextualizagao:
v'ISSO E UM PROBLEMA?
v'SIM
v'NOSSO?
v'SIM
v'SO NOSSO?

v'NAO
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ACESSO A MEDICACAO NO BRASIL
DINAMICA DO FORUM:

v’ 15 minutos para apresentacdo de cada tema;
v’ 25 minutos para discussdo de cada tema;
v' Méaximo 1 minuto para cada pergunta;

v’ Elaboracdo de um documento final para desdobramentos (Relatores).
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Comité de Acesso a Medicamentos ABHH

Angelo Maiolino;

Belinda Pinto Simoes;
Carlos Sérgio Chiattone;
Denis Eiti Fujimoto;
Eduardo Magalhaes Rego;
Glaciano Nogueira Ribeiro;
Jorge Vaz Pinto Neto;

José Francisco Comenalli Marques Jr;
Laura Maria Fogliatto;
Renato Sampaio Tavares;
Rosane Isabel Bittencourt;
Samir Kannan Nabhan;
Silvia Maria Magalhaes.

Secretaria Executiva

Alessandra Lelis;
Aline Pimenta Aché;
Camila Matheus;
Renata Fava.
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Bom Forum para todos nos!

MUITO OBRIGADO!

marquesj@unicamp.br




