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The registration of medicines in
Brazil

The registration of medicines in Brazil requires the
presentation of some scientific data, in order to
guarantee the sanitary security, efficacy and quality of
these products.
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The regulation system

The regulation of the health sector:

% the principle of the dignity of the human
person (art |° of the Brazilian Federal
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The regulation of the health sector

The art. 6°, Law 9.782/99, determines that
it is responsibility of Anvisa to promote and

to protect the population’s health through
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The sanitary registration of
medicines in Brazil

Accordingly to the Law 6.360/76, modified
by the Law 9. 787/99 there are in Brazil
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The registration of originator
medicines

Accordingly to the art. 16, Law 6.360/76,
the reglstratlon of orllnator medlcme
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The registration of originator
medicines

In other words, if the active principle to be
registered is a new one, the applicant must, in
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Registration of similar and generic
medicines

t Similar medicine — composed by the same
active principle, it has the same concentration,
pharmaceutical form, administration via, posology

and therapeutic use of a originator medicine.
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Registration of generic medicines

In order to demonstrate that a generic

medicine is a pharmaceutical
alternative to an originator drug, the
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Bioavailability essay

Establishes the rate and extent at which an
active principle is delivered from a
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Bio-equivalence essay

Demonstrates that a generic and an originator
medicine are composed by the same active

principle, have the same pharmaceutical form,
are pharmaceutically equivalent and have very
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Registration of generic medicines
in Brazil

As long as these two essays are sufficient to

the rnglcfrnﬂnn of gnnprlr dri ugs, it means
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The simplified registration

The simplified sanitary registration of a generic
medicine has the finality to diminish the time

necessary to analyze the scientific documents
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The simplified registration

¥ The simplified sanitary registration of a generic
medicine is a procedure in accordance with the
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The generic medicines

It is important to stress that the concept of
collective interest guarantees at the same time
the patent privilege and the simplified sanitary
registration of generic medicines:
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Undisclosed data and the
International Law
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Undisclosed data

In order to obtain the referred undisclosed data
(pre-clinical and clinical trials), the originator
industry must invest in R&D considerable amount
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Undisclosed data and TRIPs

Accordingly to the art. 39.1 of the TRIPs
Agreement:

“In the course of ensuring effective brotection asain
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Undisclosed data and TRIPs
flexibilities

Although these data have commercial value,
the art. 39.3 of the TRIPs Agreement
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art. 39.3 of the TRIPs Agreement

“Members, when requiring, as a condition of

approving the marketing of pharmaceutical or of

agricultural chemical products which utilize new
chemical entities, the submission of undisclosed test or

other data, the origination of which involves a
considerable effort, shall protect such data against
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Undisclosed data and TRIPs
flexibilities

In sum, the TRIPs Agreement protects the
undisclosed data from unfair competition but
does not determine absolute protection to them.
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Art. 30 of the TRIPs Agreement

Exceptions to Rights Conferred

rovide limited exce tlons to
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The Doha Declaration, item 4

“We agree that the TRIPS Agreement does not and
should not prevent Members from taking measures to
protect public health. (...) we affirm that the Agreement
can and should be interpreted and implemented in a
manner supportive of WTO Members' right to protect
public health and, in particular, to promote access
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The legal use of undisclosed data

In sum, although these data are property of
the originator industry, the IPR system
(through flexibilities) allows the sanitar
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Undisclosed data and TRIPs

On the other hand, as long as it is not
established in the TRIPs Agreement that
the undisclosed data should be protect in
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Undisclosed data and the
Brazilian legislation
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Social function of property

The use of undisclosed data by Anvisa is in

accordance with the social function of property
(art 5%, XXIII CF/88) WhICh |mposes I|m|ts to
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Social function of property

Art. 170, | and Il, CF/88 — recognizes the property as

a necessary tool to the economic development, as
long as the social function of property is respected.
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Social function of property and
the onus of the owner

The originator industry has the right to avoid that
the competitors have access to its undisclosed data.

But it also has two onus:
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Unfair competition

Accordingly to art. 10 bis of the Paris
Convention:

“Any act of competition contrary to honest
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Unfair competition

Accordingly to the Brazilian legislation (art. 195,
XIV, Law 9.279/96), a crime of unfair competition is
committed by whom:
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Unfair competition

Besides this provision there is an express

authorization to the governmental disclose of
confidential data in the Law 9.279/96 (art. 195, §
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The due protection to
undisclosed data

It is important to stress that, if there is no
necessity to protect the public (art. 195, § 2°, Law
9.279/96 and art. 39.3 of TRIPs Agreement) the
Anvisa does not disclose the confidential
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The “use” of undisclosed data
made by Anvisa
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The “use” of undisclosed data made
by Anvisa

Premises:
% if the active principle is the same of an originator medicine;

% if the medicine is a therapeutic alternative (demonstrated by
the bio-equivalence and bioavailability essa

I :
—' e Agencia Nacional
T de Vigilancia Sanitaria www.anvisa.gov.br

AAAAAA




The “use” of undisclosed data made
by Anvisa

In sum, to dispense the duplication of essays the

sanitary authority does not need to use (to

[ ]
ahalyze, to compare or to interpret the
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Data exclusivity consequences
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Data exclusivity consequences

If there was exclusivity, generic producers would
have to submit their own data to prove safety,
quality and efficacy, which would oblige them to
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Data exclusivity consequences

% The repetition of trials would delay the launch of
generic products; and
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Bayer Inc. vs. Health Ministry (1999)

In that sense, even though the Canadian Law adopts the
exclusivity regime for undisclosed data, the Canadian Federal
Court of Appeal decided that:

“When a generic manufacturer files an ANDS, the safety and

nfrnr'l'n/nnncc nf'fhn oeneric broduct mav be demonstrated by showing
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The “use” of undisclosed data made
by Anvisa

In sum, the mere presumption that it is
unnecessary to duplicate the presentation
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The linkage and the bolar
exception
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The linkage

Accordingly to the linkage, the sanitary authority is not
allowed to accept an application of a medicine whose
active principle is still protected by a valid patent.

This is a sui generis protection regime which is per se a

(43 ™) » ™) b3
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The linkage

Such a “TRIPs Plus” measure would have negative
social consequences in a developing country like
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The bolar exception

Put into force “TRIPs Plus” measures for the
protection of undisclosed data and linkage
between IPR and sanltary reglstratlon would
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The bolar exception

Accordingly to art. 43, VII, Law 9.279/96:

“acts done by unauthorized third parties relating
to the patented invention carried exclusively
to produce information, data and test
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Conclusions
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Conclusions

|. The use of undisclosed data made by Anvisa is based
on the constitutional principles of the social function
of property (art 5°, XXIll, CF/88), as well as on the
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Conclusions

3. The simplified registration of generic medicines,
normally, does not require the analysis, comparison
or interpretation of undisclosed data filed by the
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Conclusions

5. The simplified registration of generic medicines is in
accordance with the collective interest;

6. Anvisa hasas a prlnC|pIe the protectlon agalnst
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Contacts for further information:
resi{@anvisa.sov.br

propriedade.intelectual@anvisa.gov.br
erika.veiaanvisa.ov.br
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