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Declaro auséencia de conflito de interesse
de qualquer natureza.

As informacoes trazidas sdo de variadas

origens, publicadas, e ndo se baseiam em

posi¢cdo pré-estabelecida a favor ou contra
individuos ou organizagoes.



O Projeto Comgas
hasceu em 2010.

Diante de uma apresentagdo sobre o sistema ComprasNet e o Sistema

Integrado de Administragdo de Servigos Gerais (SIASG), foi possivel
tragar seu uso potencial para a condugdo de Estudos de Utilizagdo de

Medicamentos.

Tniciou-se assim uma colaboragdo com com o MS, que vem se mantendo

ativa ha sete anos.



A conexdo do STASG com a plataforma web

(SIASGweb), tem porta de entrada ho sitio
eletronico Comprasnet, atualmente denominado

Portal de Compras do Governo Federal.
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O qué
(descricao do
farmaco,
medicamento,
produto)

Variaveis SIASG
Padrao Desc
Material

Descricao
Nome genérico

NOME NO EXCEL
Padrao Desc Material
Cdédigo PDM

Descricao Material
Servico

Nome e dose
por ff

Desmembrar,
mantendo dose
e eliminando
nome)

Descricao Material Servico
Codigo BR

Unidade
Fornecimento

i

Unidade Fornecimento

Fabric Material
Compra

Marca Material
Compra

Fabricante (nao
ha dados em
todos os
registros)

Fabric Material Compra

Marca Material Compra

ATC para ff

Variavel nova
(whocc.no)

INSERIR

DDD idem

Variavel nova
(whocc.no)

INSERIR

Quando
(periodo)

Ano Resultado
Compra

ano

Ano Resultado Compra

Dia Resultado
Compra

data

DiaResultadoCompra

Quanto
(preco e
quantidade)

Qtde Comprada
Item

da ff

Qtde Comprada Item

Valor Preco Unit
Item

da ff

Valor Preco Unit Item

Quem
(érgao,
responsavel)

Orgao Vinc UResp
Compra

Variavel nova
(Apenas os
orgaos federais)

Orgao Vinc UResp Compra

Nome UResp
Compra

Apenas os
orgaos federais

Orgiao UResp Compra
Nome UResp Compra
UASG

Tipo Adm UResp Compra
Sit Atual UResp Compra

Municipio UResp
Compra

Municipio UResp Compra

UF UResp Compra

UF UResp Compra

Como
(detalhes do
processo de

aquisicao)

Nome Fornecedor

distribuidor

Nome Fornecedor
CNPJ FORNECEDOR

Modalidade
Compra

Convite, pregao
etc

Modalidade Compra

Objeto Compra

Para que
aquisicao o
processo foi
instaurado

Objeto: Aquisicao de material
farmacolégico, odontolégico e

hospitalar.

Justif
Dispensa/lnexig

Justif Dispensa/lnexig
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Descrever e analisar o panorama da compra

federal de medicamentos no Brasil, a partir
2004

Enfase em

v medicamentos essenciais

v' classes de maior custo proporcional

v dindmica de incorporagdo de medicamentos

v' pregos praticados e iniciativas de regulagao
v' judicializa¢do e outros fatores intervenientes



Planejamento
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As andlises do banco STASG foram abordadas por diversos recortes, planejados

de acordo, também, com os interesses de pesquisa dos colaboradores do Projeto
Comgds.
Para tanto foram realizadas algumas reunides preparatérias, na ENSP, no Rio de

Janeiro, e convidados os parceiros nacionais do Projeto.

Foi deliberado que as andlises aconteceriam por abordagens metodoldgicas dos

estudos de utilizagdo, e que haveria independéncia entre abordagens. O Projeto
foi liberado pelo CEP/ENSP tendo e vista a utilizagdo de dados publicos ndo

restritos.

A equipe fambém se debrugou sobre o Banco SIASG, de modo a compreender as

varidveis disponiveis e os limites e possibilidades das andlises, bem como o

escopo das possiveis conclusdes a serem obtidas apds as andlises.
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Fase 1- 2011 a 2013

> Viagem a Estocolmo e estabelecimento de colaboragdo de pesquisa com o KT

» Alguns trabalhos em execugdo
> 1° Semindrio internacional (15-17 de abril de 2013)

Fase 2 - CNPq 2014 a 2017

y
Allvidades T 12 3 [4 [5 [6 [7 [8 [0 [f0]41[12_
Levantamento do estado da arte e sintese bibliografica
Detalhamento metodoldgico
Submissado ao CEP
Montagem de bancos de dados parciais para abordagens
Relatério parcial pronto

Limpeza, codificagao, revisao e corre¢do de dados
Analise de dados

Seminario de discusséo e divulgagao

L e |
Redacéo de dissertacdes, teses e de artigos ------------
Preparagao de trabalhos para eventos técnico-cientificos ------------
Entrega do relatdrio final [N N N I

3 2° semindrio Internacional (23-25 de novembro de 2015)



Principais Recortes

Recorte 1: Andlise de compras de antirretrovirais entre 2004 e 2011

Recorte 2: Redugdo de pregos de medicamentos para aids em situagdo de monopélio no
Brasil

Eeco;}’re 3: Evolugdo de compras federias para medicamentos para Doenga de Alzheimer no
rasi

Recorte 4: Estudo das compras de medicamentos para Hepatite C

Recorte 5: Compras de antineopldsicos no Instituto Nacional de Cancer José de Alencar
Gomes da Silva: 2007-2014

Recorte 6: Compras federais de insulinas no Brasil

Recorte 7: Compras fora do ambiente concorrencial no Instituto Nacional de Cancer José
de Alencar Gomes da Silva: 2007-2014

Recorte 8: Andlise das classes terapéuticas mais importantes nas compras federais de
2006 a 2013

Recorte 9: Andlise de dindmica de implementagdo das LME por meio da andlise de gastos
Recorte 10: Compras federais de medicamentos sem registro ativo no Brasil

Recorte 11: Fornecedores de medicamentos em compras federais
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RESEARCH ARTICLE

Antiretroviral drug expenditure, pricing and
judicial demand: an analysis of federal

procurement data in Brazil from 2004-2011

ing Luo ¥, Marda A Clivara®, Maiara BC Rsmos’, Aurdlio Maa® and Chuda GS Osodo-de-Casro ™
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Luo et al. BMC Public Health 2014, 14:367
http//www.biomedcentral.com/1471-2458/14/367

Table 1 Price per DDD for selected ARVs between 2007
and 2011

2007 2008 2009 2010 2011 Average
Abacavir 462 254
Didanosine 154
Nelfinavir 438
Saquinavir
Atazanavir
Lopinavir/ritonavir
Darunavir

Etravirine

Raltegravir 21.3 1848

Maraviroc 25.2 26.90

All values expressed as $U.S. Dollars.
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Strategies for price reduction
of HIV medicines under a
monopoly situation in Brazil




RESULTS: Atazanavir, a patented medicine, represented a significant share
of the expenditures on antiretrovirals purchased from the private sector.
Prices in Brazil were higher than intenational references, and no evidence
was found of a relationship between purchase vohune and price paid by
the Ministry of Health Concerning the latest strategy to reduce prices,
mvolving local production of the 200 mg capsule, the price reduction was
greater than the estimated reduction. As for the 300 me capsule, the smounts
paid in the first two years after the Parmership for Productive Development
Agreement were close to the estimated values. Prices in nonunal values for
both dosage forms remained virtually constant between 2011 (the signature
of the Parmership for Productive Development Agreement), 2012 and 2013
(after the establishment of the Partnership).
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Figure 3. Prices paid for atazanawir 300 mg and reduction estimation after signing the Agreement of Partnership for Productive
Developmere. Brazil, 2009 4o 2016,
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Aquisicdo de medicamentos para a Doenca de Alzhelmer
no Brasll: uma andlise no sistema federal de compras, 2008 a 2013

The acquisition of medication to treat Alzhetmer’s disease In Brazil:
an analysis of federal purchases, 2008-2013

:
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Clandia Carda Serpa Osarlo-de-Castro *
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Tabela 1. Quantidades adquiridas segundo medicamentos utilizados no tratamento da Doenga de Alzheimer,
2008-2013.

Medicamentos 2008 2009 2010 2011 2012 2013 Total
2008-2013

donepezila "_11;.656 776.184 344488 12.643.034 22.951.316 38.540 36.%.
donepezila 5 mg 08¢ . 214.112 6.042.638 9.092.310 18.616 15.737.

donepezila 10 mg 3.572 413.222 130.376  6.600.396 13.859.006 19.924  21.026.496
galantamina 448324 185.979 9.458 264.404 352.853 705.036 1.562.554
galantamina 8mg 10.940 48.655 6.166 78.524 138.189 383.044 665518
galantamina 16mg 16.278 70.800 1.848 113.648 51.632 169.696 423.902
galantamina 24mg 17.606 66.524 1.444 72.232 163.032 152.296 473.134
rivastigmina® P3504083 528306 1679018 1.725.692 753.207  639.070 EWIIT‘:I
rivast 2mg/ml 6.056 2476 3.654 560 2.073 1.660 194
rivast 1,5mg 806.168 207.528 399.508 17.364 219.912 184.536 1.835.016
rivast 3mg 1.155.031 153.824 418.328 992.316 177.924 191.760 3.089.183
rivast 4,5mg 759.054 68.100 452.550 15.488 227.851 89.326 1.612.369
rivast 6mg 775.974 62.888 354.508 641.532 88.756 91.308 2.014.966
rivast 4,6mg/dia™ 900 8.850 11.430 24.640 7.590 21.160 74570
rivast 9,5mg/dia™ 900 24.640 39.040 22.000 21.510 41.500 149.590
rivast 13,3mg/dia™ — — — 7.992 7.590 14.820 30.402
rivast 17,7mg/dia™ — — — 3.800 — — 3.800
memantina® 24.548 34.956 53.140 33.524 55.468 159.153 360.789
Total 3584.111 1.525.425 2.086.104 14.666.654 24.112.844 1.541.799 47.516.937

DA —Doenga de Alzheimer; PCDT — Protocolo Clinico e Diretriz Terapéutica para DA; rivast. — rivastigmina
" Inclui todas as apresentagdes de cada medicamento, inclusive as ausentes do PCDT; ™ forma farmacéutica transdérmicas;
* medicamento ausente do PCDT.
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RESEARCH ARTICLE

Antiretroviral drug expenditure, pricing and
judicial demand: an analysis of federal

procurement data in Brazil from 2004-2011
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Figure 2 Number of purchases of selected antiretroviral medications as a result of judicial action, from 2007-2011. Colored arrows
indicate the approximate time when each medication was incorporated into Brazil's national treatment guideline.

Results: Drug procurement of ARVs from private sources underwent marked expansion in 2005, peaked in 2009,
and stabilized to 2008 levels by 2011. Expenditures followed procurement curves. Medications which were procured
for the first time after 2007 cost more than medicines which were introduced before 2007. Judicial actions initially
resulted in purchases of newer medications for a select number of patients in Brazil but ultimately expanded
availability to a larger population through incorporation into the national treatment quidelines.
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http//dxdoiorg/10.1080/14737167 2017.1311209

ORIGINAL RESEARCH ) Chook for upduire

Federal procurement of unlicensed medicines in Brazil; findings and implications

Cristiane Roberta dos Santos Teodoro®, Rosangela Caetano®, Brian Godman<?#, André Luis Almeida dos Reis',
Aurélio de Aradjo Maia®, Mariana de Carvalho Barbosa Ramos® and Claudia Garcia Serpa Osorio-de-Castro®

Department of Phamaceutical Policies and Pharmaceutical Services, Sergio Arouca National School of Public Health, Oswaldo Cruz Foundation,
Rio de Janeiro, Brazil; ®Social Medicine Institute, Rio de Janeiro State University, Rio de Janeiro, Brazil; “Strathclyde Institute of Pharmacy and
Biomedical Sciences, University of Strathclyde, Glasgow, UK; 9Division of Clinical Pharmacology, Karolinska Institutet, Stockholm, Sweden;
*Liverpool Health Economics Centre, University of Liverpool Management School, Liverpool, UK; ‘Coordination of Intellectual Property, Brazilian
National Regulatory Agency (ANVISA), Rio de Janeiro, Brazil; SDepartment of Health Economics, Investment and Development, Executive
Secretariat, Brazilian Ministry of Health, Brasilia, Brazil
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Flgure 1. Federal Government Purchases: number and trend of purchases of unlicensed medicines (a), unlicensed medicines (b), active substances (¢ and
expenditures in USD (d). Brazil, 2004-2013.

Results: 614 (0.14%) purchases in ten years corresponding to 64 unlicensed medicines - some of which
had orphan drug status - and 48 different active substances; with a growing trend in recent years.
Medicines in 51% of purchases were procured before obtaining marketing approval - with eventual
refusals occurring in 178% and cancellation due to lack of efficacy and/or safety concerns in 1.1%.
Health litigation accounted for 81.9% of purchases and growing in recent years.
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Fig 1. Volume and expenditure by major classes of medicines. Brazil, 2006-2013.

https://doi.org/10.137 1/journal pone 01746 16.0001
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Tabela 2. Gastos com aquisi¢des governamentais federais segundo medicamentos utilizados no tratamento da Doenga de Alzheimer,

2008-2013 (em Reais deflacionados pelo IPCA de dezembro/2013)

Medicamentos 2008 2009 2010 2011 2012

2013

Total
2008-2013

donepezila 165.902,27 11.120.268,20 3.656.186,82 12.209.021,00 7.648.005,91
galantamina 625.187,70 1.980.407,21 85.120,39 2.345.592,73 2.743.998,55

77.138,96
5.034.193,84

34.876.523,16
12.814.500,42

rivastigmina’ 15.229.906,72 3.260.777,13 9.523.045,23 8.376.567,40 2.865.414,26

2.589.215,27

41.844.926,00

apresentagoes 15.208.217,49 2.960.062,63 9.082.557,35 8.056.641,82 2.461.389,60
indicadas pelo PCDT
apresentagoes na 21.689,23  300.714,49 44048788  358.514,58  365.435,90
forma transdérmica

memantina 64 984 50 01.758.67 102.058.51 74 244 75 R9.337.67

1.939.337,67

649.877,60

150.551,96

39.708.206,55

2.136.719,45

57293555

Total 16.085.981,19 16.453.211,20 13.366.410,96 23.044.014,13 13.308.167,62

7.851.100,03

90.108.885,14

[PCA - Indice Nacional de Precos ao Consumidor Amplo; PCDT - Protocolo Clinico e Diretriz Terapéutica.

" gastos totais, incluindo as apresentagdes ausentes do PCDT,
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Essential Medicines List Implementation Dynamics: A Case
Study Using Brazilian Federal Medicines Expenditures
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Fig. 2. Trends of Brazilian federal government expenditures on essential medicines (EM) per national EMs list life<time, Aprl 2007-March 2014,

Abstract: The aim was to analyse the implementation dynamics of the essential medicines list (EML). We used the government
expenditures on medicines and Brazil as a case study. Drug purchases were considered as a proxy for utilization, The essential
medicines (EMs) expenditures were followed over time by Brazilian National EMLs life-time and defined by broad therapeutic
categones and by specific medicines. Brazil increased the number of the medicines during the last four editions of Brazilian
National EMLs and the federal government expenditures on them. The EML implementation dynamics changed the distribution
of expenditures on EMs, We identified a common set of 404 EMs present in all four editions of the Brazilian National EMLs,
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Houve aumento de 159,5 vezes no £asto com 0S iifico 1. Estimativa do gasto contratad finistério da Satide (R$)* de medicamentos para hepatite C.
medicamentos selecionados de 2005 a 2006 por- ™2%05201>

que esses produtos passaram a ser comprados de tdos pelainflagio (IPCA S

forma centralizada. Em 2007 houve aumento de
730% no gasto pela incorporagdo de alfapeginter-
ferona 2a e 2b. Em 2012 a compra de dois novos
antivirais de agado direta (AAD) representou 99%
do gasto anual. Em 2015, a adogdo de novos AAD
provocou aumento de 230% (R$ 945 milhdes) no
gasto do MS. No periodo estudado houve aumento
dos gastos do MS com os medicamentos para He-
patite C devido ao aumento do volume adquirido
e a incorporagao tecnolégica de alfapeginterferona
e de novos AAD.
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v A licitagdo é a regra para as compras publicas
v Lei 8666/93

v' As compras sem licitagdo estdo crescendo no Inca

v Problemas em causas relacionadas ao abastecimento e aos processos de compra
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Tabela 1- Gastos contratados (em USS*) por meio de compras de medicamentos sem licitacdo, segundo
modalidadede aquisicdo, INCA, 2007-2014

Gasto (US!
76,946,45.72 : 11 0.0 863,791.54
67,723,610.30 104031932 15 . Q.0 104031932
61,111050.55 234384551 0.4 15,299.3% Q.0 250,144 86

75,662,840.47 71061575 0.9 (3037,583.12) 38 3,748 203 .86

50,897,062.71 1046360384 2.0 116347163 2.2 220983247

2012 382292087 893 5.9 183402905| 43 436430159

2013 97,725,28067 953 65362061 0.6 4156,146.17 al 4.809,766.78

2014 56,680,306.41 943 < 160127128 ) 27 \1799,963 .02 30 340123430
Total 52497580560 952 868157738 16 12 006 517 33 2.2 20,688 09471

Nata: ¥ — Valores convertidos para ddlar peda Pardade doPader de Caomora reistado pelo Banco Mundial para 2014
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» Padronizar dados para cada recorte; verificar dados e
inserir outros (ex: Classificacdo ATC)

» SIASG dd respostas para gastos contratados (empenhados
mas ndo finalizados - proxi)

> Necessidade de andlises menos descritivas e mais

relacionais - integragdo com outros bancos de dados e

informacoes

Espera-se desenvolver estas andlises no ambito do Projeto
TNT
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Table 4. Results of decomposition analysis by imunossupressants’ therapeutic
subgroup. Brazil, 2010-2015.

Drug
pricc  Quantity Drug-mix effects Expenditure
Therapeutic subgroup effects (P) effects (Q) (D) Index (E)

Selective (LO4AA) 0.50 3.62 1.90 344

TNF-a inhibitors 0.67 248 0.66 1.10
(LO4AB)

Interleukin inhibitors 0.91 266.94 0.05 13.05
(LO4AC)

Calcineurin inhibitors 042 454 1.02 1.96
(LO4AD)

Other (LO4AX) 0.40 0.92 2.83 1.04

Total (LO4A) 0.63 3.94 0.60 149

Results: During the period, annual expenditure increased by 49%, ranging from USD 494.5 million in 2010
to USD 738.7 million in 2015, while purchased quantities increased by 2949%, ranging from 49.8 million in
2010 to 196.5 million in 2015. Two factors drove expenditures: the quantity effect and the drug-mix effect.
Conclusion: These findings may contribute to understand immunosuppressant spending trends and
the factors that influence them in order to formulate effective cost containment strategies and design
optimum drug policy. Rigorous evaluations are recommended to reduce the drug-mix effect, including
systems to monitor price, effectiveness, safety, therapeutic value and budget impact of pharmaceutical
innovations.
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