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Some important features of Brazilian Health System

« SUS - Health Unified System:
« Centralized procurement of selected medicines (eg. ARV)
« Brazil: > 200 million people
 MoH: power to negotiate prices

 Public laboratories (Federal, State and Military):
* Not only develop and absorb technologies, but also produce medicines

Public Drug-Manufacturing Laboratories
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PDP’s goals Iped ioun i

Enhance access + Enhance productive and technological capacity +
Reduce vulnerability (| imports) + Rationalize the State’s purchasing power
+ cost-effectiveness

Summary of Ordinance 4.472/2024.

1.

To expand the Brazilian population’s access to healthcare through the national development of the Health Economic-Industrial
Complex (CEIS) and the absorption of technologies...aimed at reducing the vulnerabilities of the Unified Health System (SUS)

To leverage the State’s purchasing power and strengthen public-private partnerships
To reduce productive and technological dependencies...

To promote the development and manufacturing of technologies ...and to contribute to the preparation and response to global
health emergencies

To contribute to the ecological and digital transformation of the CEIS
WIPO



Economica Aplicada

Partnerships for Productive ipe Instituto de Pesquisa

Development (PDP)

Technological transfer from private companies to public laboratories.

Provide medicines and
transfer technology

l I Public Labs

Pay for medicines and for
technology transferred

Provide medicines
) i 5
l Health

Pay for the medicines
(Waiver of bidding)

Private

companies

(Purchase Guarantee — up
to 10 years)

Domestic i .
T e e DALl Provice th active MoH and private companies:
pharmaceutical ingredient (API) pharmaceutical ingredient no direct agreement

API) (API)
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General Information

https://www.gov.br/sau
de/pt-
br/composicao/sectics/p
dp/medicamentos-
vacinas-e-
hemoderivados
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Private Companies

ipea

Medicines Public Laboratories National Company International API Producer Platform
Company
Cristalia Produtos Cristalia Produtos
Acetato de Glatiramer FURP Quimicos Quimicos Synthetic
Farmacéuticos Ltda Farmacéuticos Ltda
Adalimumabe Butantan Sandoz AG Sandoz AG Biotechnological
Fator VIII ] Baxalta GmbH Baxalta GmbH
Recombinante Hemobras /Takeda /Takeda Blood Product
Bionovis S.A. -
Golimumabe Fiocruz_/Bio- Compa_nhia Brasil_eira JanssentCiIag Janssen-_CiIag Biotechnological
Manguinhos de Biotecnologia Farmacéutica Ltda.  Farmacéutica Ltda.
Farmacéutica
Hidroxiureia VB EMS S.A Globe Quimica S/A Synthetic
i Fiocruz/Farmanguinh Blanver Farmoquimica Mlcrqblgloglca .
Sofosbuvir N Quimica e Synthetic
0S e Farmacéutica S.A N
Farmacéutica Ltda
Cristalia Produtos Cristalia Produtos
Tenofovir LAFEPE Quimicos Quimicos Synthetic
Farmacéuticos Ltda Farmacéuticos Ltda
Bionovis S.A. -
Trastuzumabe Flocruz_/Blo- Compa_n hia Brasn_elra Samsung Bioepis Samsung Bioepis Biotechnological
Manguinhos de Biotecnologia
Farmacéutica
i Merck Sharp e DohmeMerck Sharp e Dohme .
Vacina HPV Butantan (MSD) (MSD) Vaccines
\acina Tetraviral Fiocruz_/Bio— Glaxo Smith Kline  Glaxo Smith Kline \VACCines
Manguinhos (GSK) (GSK)

Instituto de Pesquisa
Economica Aplicada

WIPO



Regarding Intellectual Property:

Ordinance 2.531/2014

Article 14 - 111:

a) the research, development, and manufacturing of the

products to be acquired under the scope of the PDP shall
comply with current legislation; and

b) the numbers of granted patents or pending patent
applications in the country related to the production and
technology transfer of the product covered by the PDP must
be provided, indicating their respective holders and validity
periods.

WIPO



Research Questions:

1. PDP vs Prices: are the medicines purchased through PDPs more or less expensive?

1. Atazanavir

. Betainterferona 1A

. Clozapina

. Dolutegravir

. Entecavir

. Fator VIII Recombinante
. Fingolimode

. Galantamina

. Golimumabe

. Imatinibe (Mesilato de)
. Leflunomida

. Pramipexol

. Quetiapina

. Riluzol

. Ritonavir Termoestavel
. Rivastigmina

. Sildenafila

. Tacrolimo

. Tenofovir

. Tenofovir + Lamivudina (2 em 1)
. Ziprasidona

Average Price (R$ 2022)

11,2
360,1
7,8
39,2
77,5
219,4
190,8
21,5
2.644
154,5
23,3
11,8
65
34,6
1,2
151
22,4
71,6
11,6
3,1
141
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PDP vs. other
public purchases
(_

Preliminary results / Work in
progress

Source: Nunes, article scheduled for publication in 2025

WIPO



Research Questions:

2. Is there evidence of monopoly extensions?

Ex. Medicine X:
Phase Ill from 2015 to 2025 (exclusive purchase)

Main patents related to medicine X expired at 2018.

Extension of monopoly: from 2019 to 2025.

Preliminary Results:
- The extension of monopoly may be an exception.
- Most PDPs medicines have patents in force.

WIPO



And what can change now?
Ordinance 4.472 | 2024 - Article 4.

|1 — absence of patent restrictions that would impact the proposed arrangement,
or the expiration of such restrictions within thirty-six months from the date of
submission of the project proposal.

Patent disputes In the past. Eg. Sofosbuvir (Hepatitis C) and Dolutegravir
(ARV).

(PDP private partners may or may not hold the main patents associated with the
medicines)

Possible consequences?

WIPO



Final Comments

* There are important benefits in technology transfer agreements and
voluntary licensing.

 \oluntary licensing is not sufficient to deal with several healthcare needs
(production and access to medicines), specially in developing countries:

* Focus on incremental innovations rather than frontier / newest
technologies;

* Dependence on the interest and availability of companies to establish
partnerships;

« Extension of monopolies and delays in the entry of generic drugs

WIPO



Final Comments

As highlighted by the World Health Organization (WHO)*,
necessary measures to promote health access include the
promotion of generics, price monitoring, funding and
subsidizing of innovative medicines and, if necessary,
compulsory licensing.

*https://www.who.int/publications/i/item/9789240011878
*https://www.ipea.gov.br/cts/pt/central-de-conteudo/artigos/artigos/396-experiencias-
Internacionais-de-precificacao-e-acesso-a-medicamentos-as-recomendacoes-da-organizacao-
mundial-da-saude

WIPO



TECNOLOGIAS E PREGOS NO
MERCADO DE MEDICAMENTOS

Thank You

Obrigada

graziela.zucoloto@ipea.gov.br.

Ipea - publicacao ltem



https://www.ipea.gov.br/portal/publicacao-item?id=66acf750-a0f4-4cb3-a19f-143b59fe33a6

Complementary slides



PDP’s phases IpeH i

Phase |: PDP project proposal

* MoH published a list of strategic products.

 Public labs submit PDP proposals.

« MoH and governance committees evaluates the feasibility and merit of each proposal.

Phase I1: PDP project
* Signature of “Term of Commitment”

Phase I11: PDP

« Technology transfer / internalization of technology

 Production and supply of medicines

« Procurement guarantee (up to10 years): companies involved have exclusive rights to sell
the medicines (while they transfer the technology).

Phase 1V: technology internalized
« The public lab is able to produce the medicine WIPO



Example: Trastuzumab

price per vial (in

Year 2022 BRL) Manufacturer / Supplier

Bidding / Public tender

2019 1.138,65 Roche

2020 508,97 Amgen

2020 508,97 Celltrion

2021 409,51 Celltrion

2022 -

2023 426,09 Pfizer / Modena

2023 426,09 Celltrion

PDP

2020 1.089,41 Fiocruz/Bio-Manguinhos

2021 998,15 Fiocruz/Bio-Manguinhos

2022 968,66 Fiocruz/Bio-Manguinhos

2023 897,18 Fiocruz/Bio-Manguinhos

Source: Siasg, Cortellis. Author “s own elaboration

https://www.gov.br/inpi/pt-
br/assuntos/informacao/copy3_of Estudos_Setoriais_ GTIPIOutubro2024 mAbsHER2 VERS
AO_FINAL.pdf
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