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Coverage: the extent to which extension terms is give to a patent
or is it given to a pharmaceutical product covered by a patent? (the
latter will extend the patent as long as the specific pharmaceutical
product is in the market...)

Maximum extension term: The maximum period allowed by the
law to extent the patent beyond the expiry date of its basic term

Maximum term of market exclusivity: The maximum period of
product market exclusivity allowed by the law from the date of grant
of marketing approval for that pharmaceutical product.

Calculation: How is the PTE for a given patented pharmaceutical
product is calculated?
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Country Maximum | Maximum | Calculation Granted to
exclusivity | extension patent or a
Period product?
United States 14 Years from | 5 years from Shall be extended by | Extension is granted
Federal Food, 35 the date of the date of the time equal to the to a Patent - on an
U.S.C. 155A Patent | product basic patent regulatory review “approved” FDA
term restoration & approval expiry period for the product that has not
156 - Extension of approved product been subject to
patent term. + 6 months which period occurs patent extension

extension for
pediatric drugs

after the date the
patent is issued:

Period of Extension =
1/2 (Testing Phase) +
Approval Phase

=___ days

before

Close
collaboration
between FDA and
USPTO!

FDA provides the
time of the testing
pahse and
approval phase
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Country Maximum | Maximum | Calculation Granted to
exclusivity | extension patent or a
Period product?
European Union- | 15 Years from 5 years from Extension = period *Extension is
Council- the date of the .date of which elapsed granted to a an
Regulation EEC product ba31-c p.atent between the date on approved Product
No 1768/92 of approval* expiry in each hich th licati (by the EMEA)
18 June 1992 EEA country which € ? application | iy 5 valid* patent
* Date of for a basic patent in each EEA country
First + 6 months was lodged and the
T L B extension for | date of the first * In the EU SPC
pediatric drugs 2 needs to be secured
to place the authorization to place |
in every EEA
product on the (The Pediatric the product on the member.
market in Medicines market, reduced
a state which Regulation) by a period of five
1s Contracting years.

Party to
The European
Economic Area

Agreement.

Period of Extension =
5- (date of product
Approval — date of
patent application)....
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OECD Countries — PTE legislations
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OECD Countries — PTE legislations




Country Maximum Maximum | Calculation | Granted to

exclusivity extension patent or a
Period product?
Israel* - 5 years 14 years of Find the shortest | Extension is granted
7. to Article But,. linked .to the of product Date of “approved” Product
64 (D b earliest expiry date of a approval o ( based on the
(Digeinlbei parallel extension granted | obtained in expiration Pharmacist
19th 2005) in countries recognized any of the Ordinance)
by the Pharmacist Recognized
Ordinance for the Countries, as

purpose of registering a defined above
new pharmaceutical
Product

For the sake of
calculating the PTE term
the list of Recognized
Counties shall include:
the US, EU-15,
Switzerland, Norway,
Iceland Japan and
Australia. 9
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OECD Countries — PTE legislations




Analysis of PTE Amendments in Israel




Analysis of PTE Amendments in Israel







