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TRIPS

EStablishrminimum: stanadards; for
protecting and-enfercing Intellectual
PrePErty Hghts
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ranster and disseminatien o technelogy,



TRIPS
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secrets
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TRIPS

Patenis

Reguirements of patentaility
INew
IRVeIVES an Inventive step
Industirally: applicability

After term or protection, It willfall inte: punlic
domain and beceome: firee  and usalnle iy all

Art: 85 WO members can adopt measures A4
NEcessary tor protect public health and nutrition
and to promote public interest



TRIPS

When can gevernment refuse: grant of
pPatents?

IRVERIGRS that may: halmm Aunman,
animal e plant life or healtn;

DI2gROESHIC, therapeutic andsurgical
MEheds

Biclegicall processes



TRIPS: How: does a patent werk

Patent

U

/ 20 Years protection \

Rewards innovation Monopoly

U U

No generic medicines >

I

High prices;
Low availability

TRIPS
flexibilities

R & D for new drugs




TRIRS: Elexinilities

Boelar prevision

Use of patented preducts for researnch and early: registration: of
QERErics

2. Compuisonry licensing

Goevernment allews a thirdl party, ter produce a patented product er use a
patented precess With/witheut consent o the: ewWRer

3. Parallel I mportation

Impertation of a patented product firem: a counitiy
Where It has been marketed by the patent helder or
Withr RIS consent



Going around TRIPS: The extra-TRIPS
PrOVISIGNS

Data exclusiviiy

llest data exclusivity, refers 1o protection of
clinical test data reguired to: lve: stlbmitted to a

10 prove: salety and efificacy
eff a new , andi prevention: of
manufacturers: fifem relying onl this; data 1n
thelr ewn applications


http://en.wikipedia.org/wiki/Regulatory_agency
http://en.wikipedia.org/wiki/Drug
http://en.wikipedia.org/wiki/Generic_drug

Subject matter of data exclusivity

Pharmaceutical Registration [Data

Quality - Safety - Efficacy

1 I

Preclinical and clinical trials

Quality control (O”gmal)
(testing samples) or

. Bioequivalence
Quality assurance: 9

(procedures, e.g. (generics)
GMP)



1. NCEs, standard situation:

Registration; End patent
Patent market eniry term
<< <= >
«| »

Data exclusivity



2. Second indication:

Registration:; End patent

ereT market entry term

Data exclusivity



2. Second indication:

Registration:; End patent

ereT market entry term

Data exclusivity



2. Second indication:

Registration:; End patent

ereT market entry term

Data exclusivity

=> TIf data exclusivity is allowed
for 2nd/subsequent indications:
additional delay for generic
market entry



Practices
EU

The following graph summarizes the harmonized provisions on data

and marketing exclusivity:

Figure 32: 8 + 2 + (1) Data Exclusivity and Marketing Exclusivity

Formula

Data Exclusivity 8 years

Marketing Exclusivity 10 years

Marketing Autorisation
for Reference
Medicinal Product

Source: Pharmaceutical Sector Inquiry

(+1yr)

Generics Generics Generics

application launch launch in case

for MA of extra year
Marketing

Assessment: Exclusivity

MA granted for .
Gen%rics Extra year Marketing
Exclusivity

if new indication with
significant benefit is
registered for Reference
Medicinal Product in first 8
years




Practices

US
5 years data exclusivity.
Current: 1I'PPA

Done through' Trade Agreements between
developing couniries and US/EU



Other Trips Plus

Patent Linkdge

Patent linkage!: refers to the practice: of linking| the

giianting e MA; the pricing and reimiursement status or
any regulatory’ approval o a generc medicinal product,
10, the: status of a patent (applicatien) for the erginatoer
refierence preduct. Under EU law, 1t1s not allowed 1o link
marketing| autherzatien to the patent status, of the
OHgINALeN reference: preduct:

Currently: existing in Viet Nam
Also In the TPPA



‘Linkage’

‘Linkage’ means that the Drug Regulatory Authority
(DRA)/Ministry of Health (MOH) is not allowed to register a
generic version of a medicine that may still protected be with

patent.

* Require regulatory authorities to report to the patent holder
possible patent infringements

*Automatically denies MA

This is a problem, since:
It turns the DRA/MOH into a ‘patent police’;
 But patents may be invalid or not infringed;

The DRA/MOH does not have the capacity to assess the validity of a
patent — thus there is a risk that it will ‘enforce’ any and all patents,

and hence create an additional barrier to access to medicines.



Patent term extensions

Demands that the patent is extended beyond the
TRIPS-minimum of 20 years, in case:

* there has been a delay in granting the patent, or

- there has been a delay in registration of a medicine.



EVergreening

patenting new/improved vVersions of the
eliginal preduct
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