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3.3.8. Myanmar

Myanmaris drafting a patent law, with special
consideration and emphasis on public health
issues, according to govemment officials.

3.3.7. The Philippines

3.3.7.1. Government Use

The Philippine Intellectual Property Code
establishes that Government Use
authorizations may be granted to address
public interest considerations, particutarly
national security, nutrition, health or
development of other vital sectors of the
economy. {Section 74.1) Government Use is
also permitted as a remedy to anti-
competitive practices.

Commentary .

The Philippine Intellectual Property Code
establishes broad grounds for Government
Use atthorizations. To make the Govemment
Use provision workable, it will be important
that these general grounds — national
security, nutrition, health or the development
of other vital sectors — are elaborated either
inadministrative rules or practice. The general
nature of the grounds, along with the inclusion
of the terms “s0 requires,” in the statute could
inhibit the Ministry from authorizing
Government Use Licenses. Administrative
rules that detail categories of situations that
meet the statutory standard can overcome
this potential problem. For example, an
implementing regulation could specify that
where significant numbers of Filipinos are not
able to obtain medicines they need, and
where price is a barrier to obtaining access
to medicines, then the public interestin health
promotion means a Government Use License
{or Compulsory License to a third party}
should be issued.

The Intellectual Property Code is imprecise
conceming which agencies have authority to
issue Government Use Licenses. From the
text, it appears that any agency has the
authority to issue such a license for its own
use, and based upon a finding that public
interest considerations merit such action. if
the Government Use authority is in fact
broadly lodged, this is an important exercise
of TRIPS fiexibilittes. However, govémment
officials have apparently interpreted these
provisions as requiring that all Government
Use authorizations be provided by the
Intellectual Property Office (IPQ) of the
Philippines, the government agency that
grants Compulsory Licenses.

3.3.7.2. Compulsory Licensing

The Philippine patent law gives the IPQ
Director of Legal Affairs the authority to grant
a Compulsory License. Compulsory
Licenses may be granted on the grounds of
national emergency (section 93.1); general
public interest grounds - particuiarly national
sacurity, nutrition, heaith or development of
other vital sectors of the economy (section
93.2); to remedy anti-competitive practices
(section 93.3); in cases of non-working
{section 93.5); or in cases of dependent
patents {section 97).

Commentary

*  Grounds: The Philippine law defines the
grounds for a Compulsory License
broadly, and appropriately includes
general public interest grounds.
Specifying more precise conditions in
which Compulsory Licenses will be issued
— through implementing regulations,
administrative rules or otherwise — wili
give helpful direction to government
authorities confronting actual Compulsory
License cases, and help give them the

confidence to issue licenses (see 1.2
abave).

+ The authority: The Philippine law places

responsibility for issuing Compulsory
Licenses with the Director of Legal Affairs.
In cases involving healthcare andfor
medicines, it would be desirable to lodge
concurrent authority with the Ministry of
Health. The Ministry of Health is likely to
be most attuned to public health issues,
and have the expertise to address the
public health claims and interests
underying a request for a Compulsory
License fora medicine or other healthcare
technology.

+ Lack of time specificily: Although the

Philippine law does not contain statutory
deadlines by which compulsory licensing
applications shall be decided, such
deadlines do appearto be provided inthe
Regulations on Inter Partes Proceedings,
which requires that a Compulsory License
shall be granted within six months of the
filing of a petition for a license.

- Compensation: Although the statute

establishes an “adequate” remuneration
standard for compensation in compulsory
licensing cases, this Imprecise fanguage
may deter government officials from
issuing Compulsory Licenses on the
grounds that determining compensation
is too difficult. Adoption of compensation
guidelines that provide a more precise
range of royalty options, at least in the
case¢ of healthcare technologies, will
increase authorities’ comfort level with
issuing Compulsory Licenses.

3.3.7.3. Parallel importation

The Fhilippine Intellectual Property Code
does not permit parallel importation.

The Philippine patent law establishes a
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regime of national exhaustion (Article 72.1),
meaning that once a product has been
placed on the market in the Philippines, it
can be resold or otherwise exploited without
the permission of the patent holder. However,
this right to resell a patented product does
not apply to products that were placed on
the-markef in other countries.

Commentary

The Philippines is forfeiting its right to use
one of the key flexibilities contained in the
TRIPS Agreement, and reiterated by the Doha
Daclaration.

3.3.7.4. Bolar Provision

The Philippines does not have a Bolar
provision. Section 72.3 permits experimental
use of patented products, but not the
preparation of patented goods for the purpose
of receiving marketing authorization.

Commentary

Failure to implement a Bofar provision will
meaningfully delay the introduction of generic
competition.

3.3.7.5. Data Exclusivity

The Philippines aomw not grant data
exclusivity.

S0 long as the country prohibits
misappropriation of rnarketing approvat data,
this is consistent with the Philippines’
exercise of its flexibitities under TRIPS. The
Philippines appears to meet this test through
requirements that officials and employees of
the Bureau of Foods and Drugs keep
confidential data that is submitted by
applicants seeking regulatory approval.
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Govemment itself has experimented with the
parallel importation of medicines from india
under a program cailed GMASO0.

3.4. Paraflel Importation

One option for countries wishing to lower the
price of medicines in their domestic market
is ta have intellectual property rules that allow
for the importation of a. parallel stream of
products by someone other than the
intellectual property owner or his licensee.
tnthe case of the Philippines, the intellectual
property ruies that affect importation are
based on a principle of national exhaustion,
Section 72 of Part ll of the Inteflectual Property
Code (dealing with the Law of Patents)
empioys the language of national exhaustion
in relation to patents, Similarly in discussion
with a member of the Intellectual Property
Office we were fold that trade mark law could
also be used td prevent parallel importation
in those cases where the owner of the trade
mark was different to that of the owner of the
parallel stream of products.

The practical effect of national exhaustion is
that it places consent to importation in the
hands of the intellectual property owner.
Another possibility is for the government fo
override this power of consent by using its
powers of compulsory licensing (see below).

4. COMPULSORY LICENSING

The provisions on compulsory licensing in the
Philippines are to be found in Chapter 10,
part I of the intellectual Property Code.
Section 74 of the Code aiso provides for
government use of an invention. These
provisions incorporate much of the language
of Article 31 of TRIPS. The IPO takes the
viewthat these provisions comply with TRIPS.

One issue that arose In discussion was
whether the government use provision would

allow the govemment to import an invention
patented in the Phifippines. We expressed
the view that the right ofimportation felt within
the meaning of “exploit”. The member ofthe
IPO at the meeting was, of course, unable to
express an official view-but acknowledged
that the right of importation could fall within
the meaning of exploit.

4.1. The Practical Experience with
Compulsory Licensing

Inthe meeting with members of the generic
Industry it was reported that obtaining 3
compulsory licence was difficult. Litigation
was costly and sfow. Lying at the heart of
the problemn seemed to be the fact that there
were few lawyers in Manila who really
understood pharmaceutical patenting. One
of the members related a story of how he
had embarked on litigation to obtain a
compulsory licence only to find that after two
years his lawyer was applying for the wrong
molecules.

The IPO reported in its answers to our
questionnaire that the IPO had received a total
of seven applications for a compulsory
licence. One feature of the system seems
to be that it takes a long time to reach a
decision conceming the application. The first
application was filed on 18 February 1985
and decided on 11 April 2002 and the last
dedision was filed on 8 December 1992 and
decided on 19 December 2001. This
corroborates the view of the generic
cormpanies that obtaining a compulsory
licence is difficult in the Philippines.

5. DATAPROTECTION

We were unable to achieve a clear picture
on what the position concerning data
protection is in the Philippines. At the first
workshop the officials from FDB stated that

_ data submitted during the drug registration

process by an originator company is not m._..m
subject of protection based on an exclusive
right to that data. This is probably the
position. In the legislation thatwe looked at
we were unable to find provisions of the kind
to be found in FTAs that require data
exclusivity. At the interview with the mm:m_..mo
companies we were told that generic
companies are required to submit a lot of their

* own data, except that they are :oﬁ. required
. to provide studies showing bio-equivalence.

6. BOLARPROVISION

There Is no Bolar provision in Philippines law
atthe moment.

7. THE FOOD AND DRUG BUREAU -
THE PUBLIC POLICING OF PRIVATE
PATENT RIGHTS

Currently FDB issues certificates of drug
registration subject to the proviso that the
validity of the certificate depends on the
registered drug not infringing any patents.
Large pharmaceutical companies have been
pressuring the FDB not to issue certificates
of registration on products that are 5.@
subject of patent claims. As one person in
the FDEB put it “every day these companies
ring the Bureau to remind them of their patent
rights".

The reform that is being proposed is that the
applicant obtain clearance from the
Intellectual Property Office that the
application is not affected by any patent
claims. We were toid that this solution was
fikely to be adopted. There are problems with
it. Atthe level of principle it, in effect, puts
the FDB and the IPO in the position of policing
what are private rights. Private rights should
remain a matter of private enforcement. This
public policy argument we suggested should
be used to resist the proposed changes to
the FDB's registration procedures.
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The proposed solution is also likely mo be the
subject of game playing by companies. The
FDB stated its suspicion to us that large
companies are making and reporting many
patent applications to the FDB inan mmon”.o
slow down the system of registration. This
is also consistent with the large number of
pharmaceutical patent applications M:..ﬁ we
discovered in the IPO., We can give @
practical example of what is likely to happen.

The case of Co-Amoxiciav

A representative from Lloyd Lab, Inc, 8
generic manufacturer described how she
had carried out a search at the IPQ for
patents relevant to the m:ﬁ_cmommm Om_.
amoxiclav. - Three days of searching In
the IPO turned up 12 patents on Co-
amoxiclav. Acting on the basis of a
lawyer’s advice that none of the patents
would be likely to be upheld Lloyd Lab
went ahead and made the product.

If Lloyd Lab had sought clearance from
the IPO it would not have received it. The
PO would simply have reported the
existence of 12 patents and made no
assessment as to their validity. The FDB
‘would then have denied Lloyd Lab a
certificate of registration.

It follows that the proposat that genenc
companies obtain clearance from the IPO for
their products has the potential to act as a
barrier to entry Into the market and to reduce
competition in the marketplace.

8. THE IPOAND PHARMACEUTICAL
PATENTING

Carlos Correa in 2 number of publications has
pointed aut that TRIPS leaves it open to WTO
members to decide many fundamental
issues of patent protection such as the
question of novelty and new use of khown
substances. The Chief Examiner of the
biotechnalogy section attended the workshop
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