CONGRESS OF THE PHILIPPINES
FOURTEENTH CONGRESS | o
First Regular Session :

AN ACT
PROVIDING FOR CHEAPER AND QUALITY MEDICINES, AMENDING
FOR THE PURFOSE REPUBLIC ACT NO. 8293 OR THE INTELLECTUAL -
PROPERTY CODE, REPUBLIC ACT NO. 6675 OR THE GENERICS ACT .
OF 1988, AND REPUBLIC ACT NO. 5921 OR THE PHARMACY LAW, AND |
FOR OTHER PURPOSES

fBe it enacted by the S_.?z'nare and House of Representatives of the Philippines in Congress -

assembied:

ALHAPTER 1

GENERAL PROVISIONS

SECTION 1. Short Title. — This Act shall be known as the " Um‘_ﬁermﬁy Acressible .

Cheaper and Quality Medicines Act of 24_!?!‘]:?. "

SEC. 2. Declaration of Policy. — I is the policy of the State 1o protect public heahh and,

when the public interest or circumstances ol extreme urgency so require, it shall adopt .

appropriale measures to promote and ensure agcess o affordable quality drugs and medicines fir -

all,

Pursuant to the attainment of this ge'neral policy, an effective cnmpetitidn policy in the

suppiy and demand of quality alfordable drug'-. and medicines is recognized by ihe Stale ns ‘a

pnmary mstrumcnt In the event that full cumpemmn 15 not effective, the State rceognizes as a

reserve instrument the regulation of prices of drugs and medicines, with clear accountability by -

the implementing authority as mandated in this Act, a8 one of the means to also premote and -

ensure access 1o qualif}f affordable medicines.

SEC. 3. Construction in Favor of Protection of J_’ubh‘c Health. -All doubts in the
irﬁplcmentatinn arjd intcfpr-::tatiun ol the pruﬁsiﬂns of this Act, including its imﬁlémeming rides
and regulations, ;hull .be'_ resolved in favor of prolecting public health.

SEC. 4. Definifion of Terms.— For ]Surposcs of ihig Act, the Following terms are 10 mean
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as follows:

{a) “Compulsory License™ 15 a license issued by the Director General of the [nteIIectuaI._
Property Office to exploit a patented invention without the permission of the patent holder, either
by manufacture or through paralle] importation;

{b) “Drug outlet” refers to drugstores, pharmacies, and any other business establishments
which scll drugs and medicines;

{c) “Drugs and medicines™ refer to any chemical compound or bivlogical substance, other
than food, intended for use in the treatment, prevention ::nf diagnosis of disease in humans or
animals, ineluding but not limited to:

(1) any article recognized in the official United States Pharmacoposia-National Formulary
(USI*-NE), éfﬁciul IHomeopathic lerrimcoi:ueia vl the United States, Philippine Pharmucopoeia,
Philippine National [»ug Formulary, British Phammacopoeis, European Pharmacopoeia,

Jupanese Pharmacopoeia, Indian Pharmacopoeia, any national compendium or any supplement to
uny of them;

(2) any article intended for use in the diagnosis, cure, mitigation, treatment, or preveation N
ol disease in hunans or animals;

(3) any article other than food intended to affiect the structure or any funciion of the
hutman body or animals;

(4) any article intended for use as a component of any articles specified in clauses (1), (2),
and (3) not including devices or their components, paris, or accessories; and ?

{5} herbal and/for traditional drugs which are articles of plant or animal origin used in folk
medicine which are: ik |

(i) recognized in the Philippine National Drug Formulary;

{ii) intended for use in the treatment or cure or mitigation of disease symptoms, injury or
hody defects in hiumans;

(iii) other than food, intended (o aifect the structure or any function of the human body:

{1v} in finished or ready-to-use dosage form; and

{v) 1ntended for use as a component of any of the articles speeified in clauses {i), (1), {11}, i

and {iv).
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{(d) “Essential drugs list or natienal drug formulary™ refers to a list of drugs prepared and
periodically updated by the Department of Health on the basis of health conditions obtaining in
the Philippines as well as on internalicnally accepied criteria; ' o |

{¢) “Lmportec” refers to any establishment that imports raw materials, active ingrcﬁicnts
and fintshed preducts for its own use or for distribution to other drug establishments or outlets;

(1) “Manufacture” includes any ﬁrucass or part of a process for muking, altering,
finishing, packing, labeling, breaking or otherwise treating or adapting any drug with a view to
its sole and ::_listr_ibutinn, but docs not include the cempounding or dispensing of any drog in {he
ordinary course of retail business; |

{2} “Manufacturer” refers w any establishment engaged in the operations invelved in the
production of a drug with the end view of storage, distribulion, or sale of the product;

(h) “Multﬁource pharmaceutical prﬁduété" refer tﬁ:-. pha:maceﬁti.ca.! ly equivalent or
phurmaceutically alternative products that may or may not be therapeutically eguivalent
Multiscurce pharmaceutical products that are therapeutically equivalent are interchangeable;

(i) “Retailer” refers to a licensed establishment carryiog on the retail business ol sale of
druys and medicines 0 customers;

(jY *Tlrader” refers to any licensed establishment which is a registered ewner of a drug
product that pm;;urcf-; the materials and packaging compenents, and provides the production
monographs, quality control standards and procedures, but subcontracts the manulacture of such
products to a licensed manufacturer, |

{k) “TRIPS Agreement” or Agreement on Trade Related Aspects of Intelleciual Property
Rights refers to the international agreement administered by the WTO) that sets down nunimum
standards for many lorms of intellectual property regulation; and

{1 _ “Wholesaler” refers to a licensed establishment or drug oullet who acts as merchant,

broker or agent, who sells or distributes for résale or wholesale drugs and medicines.

CHAPTER 2

g

AMENDMENTS T4} REPUBLI{: ACT NO. 8293, OFTHERWISE KNOWN AS THE ‘@“I

INTELLECTUAL PROPERTY CODE OF THE PHILIPPINES
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NFC. 5. Section 22 of Republic Act No. 8293, otherwisc known as the Intellectual

Property Code of the Philippines, is hereby amended 10 read as follows:

“SEC. 22. Non-Patentable Inventions. — The following shall be excluded from
patent protection:

“2% 1. Niscoveres, scientific theories and mathematical methods;], AND IN

THE CASE OF DRUGS AND MEDICINES, THE MERE DISCOVERY OF A~

NEW FORM OR NEW PROFERTY OF A KNOWN SUBSTANCE WHICH
DOES NOT RESULT IN THE ENHANCEMENT OF THE KNOWN
EFFICACY OF THAT SUBSTANCE, QR THE MERF. MSCOVERY OF

ANY NEW PROPERTY OR NEW USE FOR A KNOWN SUBSTANCE, OR

THE MERE USE OF A KNOWN PROCESS UNLESS SUCH KNOWN
PROCESS RESULTS IN A NEW PRODUCT THAT EMPLOYS AT LEAST
ONE NEW REACTANT.

“FOR TIE MURPOSE OF THIS CLAUSE, SALTS, ESTERS, ETHERS,
POLYMORPHS, METABOLITES, PURE FORM, PARTICLE SIZE,
ISOMERS, MIXTURES OF ISOMERS, COMPLEXES, COMBINATH)NS,
AND OTHER DERIVATIVES OF A KNOWN SUBSTANCE SHALL RE
CONSIDERED TO BE THE SAME SUBSTANCE, UNLESS THEY DIFFER
SIGNIFICANTLY IN PROPERTIES WITH REGARD TO EFFICACY.

“22..2. XX K3 |

223 xnx

“224. kXX

#22.5. ¥ xX; and

“22.0. % xx”

SEC. 6. Scclion 26 of Republic Act No. 8293, otherwise known as the Intellectual

Property Code of the Philippines, is hereby amended to read as tollows:

“SEC. 26. Tnventive Step. — 26.1. An invention involves an inventive slep if,

having regard to prior art, it is not vhvious to a person skilled in the art at the time
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of the [iling date or priorily date of the application claiming the invention, {n)
“26.2. IN THE CASE OF DRUCS AND MEDICINES, THERE 8 NO
INVENTIVT, STEP IF THE INVENTION RESULTS FROM THE MERE
DISCOVERY OF A NEW FORM OR NEW PROPERTY OF A KNOWN
SUBSTANCE WHICH DOES NOT RESULT IN THE ENHANCEMENT
OF THE KNOWN EFFICACY OF THAT SUBSTANCE, OR THF. MERE
DISCOVERY OF ANY NEW PROFPERTY OR NEW USE FOR A KNOWN
SUBSTANCE, OR THE MERF, U.SE OF A KNOWN PROCESS UNLESS
SUCH KNOWN PROCESS RESULTS IN A NEW PRODUCT THAT
EMPLOYS AT LEAST ONE NEW REACTANT.”
SEC, 7. Section 72 of Republic Acl No. 8293, olherwise known as the Intellecnsal
Property Code of the Philippines, is hereby ariended (o read as follows:
“SEC. 72, Limitations of Patent Rights, - The owaer of a patent has no right
to prevent third parties from performing, without his authorization, the acts o
referred ta in Section 71 hereof in the following circumstances: . %
72,1, Using a patented produet which has been pul on the markel i the U

Philippines by the owner of the product, or wilh his express consent, insofar as

such use is performed after that product has been so put on the suid market:
PROVIDED, THAT, WITH REGARD TO DRUGS AND MEDICINES, THE
LIMITATION ON PATENT RIGHTS SHALL APPLY AFTER A DRUG

OR MEDICINE, HAS BEEN INTRODUCED IN THE PHILIPPINES OR %/
ANYWHERE ELSE IN THE WORLD BY THE PATENT OWNER, OR BY &
ANY PARTY AUTHORIZED ID USFE. THE INVENTION: PROVIDED,

FURTHER, THAT THE RIGHYT TO IMPORT THE DRUGS AND
MEj]]CINES - CONTEMPLATED 1IN THIS SECTION SHALL BE
AVAILABLE TO ANY CQOVERNMENT AGENCY OR ANY PRIVATE

THIRD PARTY.

*72.2. Where the act is done privately and an a npon-commercial scale or for a &

nen-commercial purpose: Provided, That it does not significanily prejudice the




economic interests of the owner of the patent;
“72.3. Where the act consists of making ot using exclusively for jthe purpose
of experiments that relatc to the subject matter of the patented invention:]

FEXPERIMENTAL USE OF THE INVENTION FOR SCIENTIFIC

PURPOSES OR EDUCATIONAL PURPOSES AND SUCH OTHER
ACTIVITIES DIRECTLY RELATED TO SUCH SCIENTIFIC OR
EDUCATIONAL EXPERIMENTAL USE;

“72.4. IN THE CASE OF DRUGS AND MEDICINES, WHERE THE
ACT INCLUDES TESTING, USING, MAKING OR SELLING THE
INVENTION INCLUDING ANY DATA RELATED THERKTO, SOLELY
FOR FURPOSES REASONABLY RELATED TO THE DEVELOPMENT
AND SUBMISSION OF INFORMATION AND  ISSUANCE OF
APPROYALS BY GOVERNMENT REGULATORY AGENCIES
REQUIRED UNDER ANY LEAW OF THE PHILIPPINES OR OF &
ANOTHER COUNTRY THAT REGULATES THE MANUFACTURE, <§\
CONSTRUCTION, USE OR SALE OF ANY PRODUCT: PROVIDED,
THAT, IN QRDER TO PROTECT THE DATA SUBMITTED BY THE

ORIGINAL PATENT HOLDER FROM UNFAIR COMMERCIAL USE

PROVIDED IN ARTICLE 393 OF THE AGREEMENT ON TRADE- X
RELATED ASPECTS OF INTELLECTUAL PROPERTY RIGHTS (TRIPS 7
AGREEMENT], THE, INTELLECTUAL PROPERTY OFFICE, IN
CONSULTATION WITH THE APPROPRIATE GOVERNMENT {x
AGENCIES, SHALL ISSUE THE APPROPRIATE REULES AND
REGULATIONS NECESSARY THEREIN NOT LATER THAN ONE
HUNDRED TWENTY (i20) DAYS AFTER ENACTMENT OF THIS
LAW:

“|72.4] 72.5. Where the act cuﬁsists of the preparation for individusl cases, in

a pharmacy or by a medical professional, of a medicine in accordance with a ‘@m

medical prescription or acts concerning the medicine so prepared; AND




“[72.5] 72.6. Where the invention is used in any ship, vessel, aircraft, or land
vehicle of any other country entering the territory of the Philippines temporarily
or accidcpia[ly: FProvided, That such invention ts used exclusively for the needs of

the ship, vessel, aircraft, or Jand vehicle and not vsed for the manufacturing of

anything to be sold within the Philippines. (Secs. 38 and 39, R A, No. 165a).”
SEC. 8. Section 74 of Republic Act No. 8293, otherwise known as the Intellectnal
Property Code of the Philippines, is hereby amended to read as foilows:

“SEC. 74. Use of Invention by Government. — 74,1, A povernment ugency or
third person authorized by the Government may cxploit the Invention cven
withoul agreement of the patent owner where:

(a) The public interest, in particular, national security, nutrition, health
or the development of other seclors, as determined by the
appropriate agency of the government, su requires; or

(b) A judicial or administrative body has determined that the manner

| of exploitation, by the awner of the patent or his licensec, is anti- Q\q

competitive; OR

{C) IN THE CASY. OF DRUGS AND MEDICINES, THERE [S A
NATIONAL EMERGENCY OR OTHER CIRCUMSTANCE ({
OF EXTREME URGENCY REQUIRING THE USE OF THE
INVENTION; OR | 7
{D) IN THE CASE OF DRUGS AND MEDICINES, THERE 18
PURLIC NON-COMMERCIAL USE OF THE PATENT BY i\
THE PATENTEE, WITHOUT SATISFACTORY REASON;
OR
(E) IN THE CASE OF DRUGS AND MEBICINES, THE
DEMAND FOR THE PATENTED ARTICLE IN THE

PHILIFPINES IS NOT BEING MET TO AN ADEQUATE

EXTENT AN} ON REASONABLE TERMS, AS ’S{m

DETERMINED BY THE SECRETARY OF
QB G,
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DEPARTMENT OF REALTH.”

“74.2. UNLESS OTHERWISE PROVIDED HEREIN, {T]the use by the

Government, or third persen authorized by the Government shall he subpeet,

lmutatis mtandis, to the conditions set forth in Sechions 95 o0 97 and 100 to 102,

(Sce. 41, R.A. No. 165a)] WHERE APPLICABLE, TO THE FOLLOWING

PROVISIONS;

(A)

IN SITUATIONS OF NATIONAL EMERGENCY OR
OTHER CIRCUMSTANCES OF EXTREME URGENCY AS
PROVIDED UNDER SECTION 74.1 (1), THE RIGHT
HOLDER SHALL BLE NOTIFIED AS SOON AS

REASONABLY PRACTICARBLE;

(B} IN THE CASE OF PUBLIC NON-COMMERCIAL USE OF

(€)

(D)

THE PATENT BY THE PATENTEE, WITHOUT
SATISFACTORY REASON, AS PROVIDED UNDER
SECTION 741 (D), THE RIGHT HOLBER SHALL BE
INFORMED PROMPILY: PROVIDED, THAT, THE
GOVERNMENT OR THIRD PERSON AUTHORIZED BY
THE GOVERNMENT, WITHOUT MAKING A PATENT
SEARCH, KNOWS OR HAS DEMONSTRABLE GROUND
TO KNOW THAT A VALID PATENT IS OR WILL BF,
USED BY OR FOR THE, GOVERNMENT;

IF THEZ DEMAND FOR THE PATENTED ARTICLE IN TTIK
PIMLIPPINGS (S NOT BEING MET TO AN ADEQUATE
EXTENT AND ON REASONABLE TERMS AS PROVIDED
UNDER SECTION 74.1 {E), THE RIGHT HOLDER SHALL,
BE INFORMED PROMPTLY;

THE SCOPE AND DURATION OF SUCH USE $HALL BE
LIMITED TO THE PURPOSE FOR WHICH T WAS

AUTHORIZED;

&
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(£) SUCH USE SHALL BE NON-EXCLUSIVE;
(Fy THE RIGHT HOLDER SHALL BE PAID ADEQUATE
REMUNERATION IN THE CIRCUMSTANCES OF EACH

CASE, TAKING INTO ACCOUNT THE ECONOMIC
VALIE OF THE AUTHORIZATION; AND

(6) THE EXISTENCE OF A NATIONAL EMERGENCY OR
OTIER CIRCUMSTANCES OF EXTREME URGENCY,
REFERRED TO UNDER SECTION 74.1 (C), SHALL BE
SUBJECT TO THE DETERMINATION OF THE

PRESIDENT OF THE PHILIPPINES FOR THE PURPOSE

OF DETERMINING THE NEED FOR SUCIH USE O

OTHER  EXPLOITATION, WHICH SHALL BE

IMMEDIATELY EXECUTORY.
“74.3. ALL, CASES ARISING FROM THE TMPLEMENTATION OF Ry
e
THIS PROVISION SIIALL BE COGNIZABLE BY COURTS WITH %

APPROPRIATE JURISDICTION PROVIDED BY LAW.,
NO COURT, EXCEPT THE SUPREME <COURT OF THE

PHILIPPINES, SHALL ISSUE ANY TEMPORARY RESTRAINING |
ORDER OR PRELIMINARY INJUNCTION OR SUCH OTHER

PROVISIONAL REMEDIES THAT WILL PREVENT ITS IMMEDIATE

EXECUTION. | 4
“74.4. THE INTELLECTUAL PROPERTY OFFICE (1PO), IN t\\

CONSULTATION WITH THE APPROPRIATE GOVERNMENT

AGENCIES, SHALL ISSUE THE APPROPRIATE IMPLEMENTING

RULES AND REGULATIONS FOR THE USE OR EXPLOITATION OF

PATENTED INVENTIONS AS CONTEMPLATED IN THIS SECTION

WITHIN ONE HUNDRED TWENTY (120} DAYS AFTER THE

. W
EFFECTIVITY OF THIS LAW,”

SEC, 9. Section 76.1 of Republic Act No. 8293, otherwise known as the Intcileciuat

| - 22A-2.
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Property Code of the Philippines, is hereby amended (o read as follows:
“SEC. 76, Civil Action for Infringement. — 76.1. The making, using, nl.‘fering
for sale, selling, or importing 3 patenied product or a product obtained divectly or
indirectly from a patented process, or the use of a patented process without the

authorization of the patentce constitutes patent infringement[.): PROVIDED,
THAT, THIS SHALL NOT AFPLY TO INSTANCES COVERED BY
SECTION 721 AND 724 (LIMITATIONS OF PATENT RIGIETS);
SECTION 74 (USE OF INVENTION BY GOVERNMENT); SECTION 93.4
(COMPULSORY LICENSING); AND SECTION 93-A (PROCEDURES ON
ISSUANCE OF A SPECIAL COMPULSGRY LICENSE UNDER THE
TRIPS AGREEMENT) OF TIHS CODE,
“76.2. x X X;
“EH L xxx:
“Th. 4, XXX, ' <
“76. 5. xxx; AND %&\
70,6, xxx"
SEC. 10. Section 93 of Republic Act No. 8293, otherwise known us ﬁlf: [ntellecual
Property Code of the Philippines, is hereby amended to read as follows:
SSEC. 93. Grounds for Compudsory Licensimg— The [Director of Legal
Affairs] DIRECTOR GENERAL OF THE INTELLECTUAL PROPERTY \j
OFFICE may granl a license to exploit a patented invention, cven without the &
agreenient of the patent owner, in fuvor of any person who has shown his capability
o exploit the invention, uﬁder any of the following circumstances: “
“03.1. Natiopal cmergency or other circumsiances of extreme urgency;
23,2, Where the public interest, in parlicalar, national securily, nutrition,
heafth or the devciopment of other vilal secters of the national ¢conomy as
determined by the appropriale agency of the Government, so requires; o Esl‘m

“93.3. Where a judicial or administrative body has determined that the manner

of explpitation by the owner of the patent or his licensee is anti-competitive; or adB @
- - '_v_.,,- ;




“93.4. In case of public non-commercial use of the patent by the patcniee,
without satisfactory reason;
“93.5. If the patented invenlion ig not being worked in the Philippines on a

commercial scale, although capable of being worked, without satisfactory reason:

frovided, That the importation of the patented article shall constilute working or
using the patent: (Secs. 34, 34-A, 34-B, R.A. No, 165a) AND
“23.6. WHERE THE DEMAND FOR PATENTED DRUGS AND
MEDICINES IS NOT BEING MET TO AN ADEQUATE EXTENT AND ON
REASONAEBLE TERMS, AS DETERMINED RBY THE SECRETARY OF
THE DEPARTMENT OF IEALTIL”
SEC, 1L A new Scenon 93-A 35 hereby inserted afier Section 92 of Republic Act No.
$293, otherwise Knowit as the Intellectus! Prﬁperl:,f Code of the Philippines, {o read as follows:
“SEC. 93-A. PROCEDURES ON ISSUANCE OF A SPECIAL
COMPULSORY LICENSE UNDER THE TRIPS AGREEMENT. - 93-A.l. d
THE DRECTOR GENERAL OF THFE INTELLECTUAL PROPERTY Q‘X
CFFICE, UI'ON THE WRITTEN RECOMMENDATION OF TIIE -
SECRETARY OF THE DEPARTMENT OF HEALTH, SHALL, UPON
FILING OF A PETITION, GRANT A SPECIAL COMPULSORY LICENSE
FOR THE IMPORTATION OF PATENTED DRUGS AND MEDICINES,
THE SPECIAL COMPULSORY LICENSE FOR THE TMPORTATION
CONTEMPLATED UNDER THIS PROVISION SHALL RE AN
ADDITIONAL SPECIAL ALTERNATIVE PROCEDURE TO ENSURE %
ACCESSS TO QUALITY AFFORDABLE MEDICINES AND SHALL BE &
PRIMARILY FOR DOMESTIC CONSUMPTION: PROYVIDED, THAT
ADEQUATE REMUNERATION SHALL BE PAID TO THE PATENT

OWNER EITHER BY THE EXPORTING OR IMPORTING COUNTRY.

THE COMPULSORY LICENSE SHALL ALSO CONTAIN A PROVISION

A
DIRECTING THE GRANTEE TIIE LICENSE TO EXERCISE S

REASONABLE MEASURES TO PREVENT THE RE-EXPORTATION OF o2 & .




TAHE PROBUCTS IMPORTED UNDER THIS PROVISION.

THE GRANT OF A SPECTAL COMPULSORY LICENSE UNDER THIS

PROVISION SHALL BE AN EXCEPTION TO SECTIONS 100.4 AND 10,6

OF REPUBLIC ACT NO. 5293 AND SHALL BE IMMEDIATELY
EXECUTORY.

“N(» COURT, EXCEPT THE SUPREME COURT OF THE
PHILIPPINES, SHALL ISSUE ANY TEMPORARY RESTRAINING
ORDER OR PRELIMINARY INJUNCTION ﬂﬁ SUCH OTHER
PROVISIONAL REMEDIES THAT WILL PREVENT THE GRANT OF
THE SPECIAL COMPULSORY LICENSE.

T93-ALL. A COMPULSORY LICENSE SHALIL ALSO BE AVAILABLE
FOR THE MANUFACTURE AND EXPORT OF DRUGS AND MEDICINES
TO  ANY  COUNTRY  HAVYING  INSUFFICIENT OR  NO
MANUFACTURING CAPACITY IN THE PHARMACFEUTICAL SECTOR
TO ADDRESS PUBLIC HEALTH PROBLEMS: PROVIDED, THAT, A
COMPULSORY LICENSE HAS BEEN GRANTED RY SUCH COUNTRY
OR SUCH COUNTRY HAS, BY NOTIFICATION OR OTHERWISE,
ALLOWED IMPORTATION INTO (TS JURISDICTION OF THE
PATENTED DRUGS AND MEDICINES FREOM THE PHILIFPINES IN
COMPLIANCE WITH THE TRIPS AGREEMENT.

“93-A.3. THE RIGHT TO GRANT A SPECIAL COMPULSORY
LICENSE UNDER THIS SECTION SHALL NOT LIMIT OR PREJUDICE
THE RIGHTS, OBLIGATIONS AND FLEXIBILITIES PROVIDED UNDER
THE TRIPS AGREEMENT AND UNDER PHILIPPINE LAWS,
PARTICULARLY SECTION 721 AND SECTION 74 OF THE
INTELLECTUAL PROPERTY CODE, AS AMENDED UNDER THIS ACT.
IT IS ALSG WITROUT PREIUDICE TO THE EXTENT TO WHICH
DRUGS AND MEDICINES PRODUCED UNDER A COMPULSORY

LICENSE

%\H
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AGREEMENT AND APPLICABLE LAWS.”
SEC. 12, Scction 94 of Republic Act No., 8293, otherwise known as the Intellectuaf
Propeny Code of the Philippines, i hereby amended (o read as follows:

“SLLC. 94, Period for Filing a Perition for u t‘ampufmqr Livense. — 94,1, A
compulsory license may nel be appliegd for on the ground stated tn Subsection 93.5
before the expiration of a period of four (4) years from the date of filing of the
application or three (3) years from the date ot the patent whichever period expires
last.

“94.2. A compulsory hcense which is applied for on any of the grounds stawed
in Subsections 93.2, 93.3, [and] ¥3.4, AND 93.6 and Section 97 may be applied for
at any time after the grant of the patent. (Sec.34(1). KA. No. 165)"

SEC. 13. Scction 95 of Republic Act No. §293, otherwise known as the Intelleciual
Property Code ol the Philippings, 1s hereby amended to read as tollows:

“SEC. 95, Requirement to Obtain a License on Reasonable Commercial

Cy

Termy. - 95.1. The license will only be pranted after the petitioner has made cliors
to obtain avthorization from the patent owner on reasonable commercial terms and
conditions but such etforts have not been sucecssful within a reasonable period of
time.

“95.2, The requirement under Subsection 951 shall not apply in ANY OF the

following cases:

~ fa) Where the petition for compulsory license sceks to remedy a practice

AN

determined after judicial or administeative process te be snti-competitive;
(b} In sitnations of national emergency or other circumstances of extreme K
Urgencys;
{¢) In cases of public non-commercial usef.]; AND
(D) IN CASES WHERE THE DEMAND FOR THE PATENTED DRUGS
AND MLEDICINES IN THE PHILIPPIMES 15 NOT BEING MET TO AN
ADEQUATE EXTENT AND ON REASONABLE TERMS, AS - '@m

DETERMINED BY THE SECRETARY OF THE DEPARTMENT OF

@M '/'3‘;i" %/ywi




HEALTH.

“95.3. In simatiens of national cmergency or other circumsiances of extreme
urgency, the right holder shall be notified as sbon as reasenably practicabie.

"95.4. In the ease of public non-commercial use, where the govermment or
contractor, without making a patent search, knows or hug demonstrable prounds to
know that a valid patent is or will be used by or for the government, the right
holder shail be informed promptly. ()

"45.5. WHERE THE DEMAND FOR THE PATENTED DRUGS AND
MEDICINES IN THE PHILIPPINES IS NOT BEING MET TO AN
ADEQUATE EXTENT AND ON REASONABLE TERMS, AS
DETERMINED BY THE SECRETARY OF THE DEPARTMENT OF

HEALTH, THE RIGHT HOLDER SHALL BE INFORMED PROMPTLY.”

SEC. 4. Sccuon 147 of Republic Act No. 8293, otherwise known as the Intellecrual

Property Code of the Phjlippines, is hereby amended to read as follows:

“SEC. 147, Rights Conferred— 1471, EXCEPFT IN CASES OF
IMPORTATION OF DRUGS AND MEDICINES ALLOWED UNDER
SECTION 72.1 OF THIS ACT AND OF OFF-PATENT DRUGS AND
MEDICINES, [T]the owner of a registered mark shall have the exclusive right to
preveni #ll third parties not having the ownet’s consent from using in the course of
trade identical or similar signs or containers for goods or services which are
identical or similur to those in respect of which the trademark 15 registered where
such use would result in a likelihood of confusion. In case of the use of an identical
sign Tor identical poods or services, a likelihood of conlusion shall be presumed.

“THERE SHALL BE NO INFRINGEMENT OF TRADEMARKS OR
TRADENAMES OF IMPORTED OR SOLD PATENTED DRUGS AND
MEDICINES ALLOWED UNDER SECTION 72.1 OF THIS ACT, AS WELL
AS, IMPORTED OR SOLD OFF-PATENT DRUGS AND MEDICINES:
PROVIDED, THAT, SAIl} DRUGS AND MEDICINES BEAR THE

REGISTERED MARKS THAT HAVE NOT BEEN TAMPERED,

yl
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UNLAWFULLY MODIFIED, OR INFRINGED UPON, UNDER SECTION
155 OF THiS CODE.

AT xx x”
SEC. 15, Section 139 of Republic Act No. 8293, otherwise known as the Intellectval

Property Code of the Philippines, is hereby amended to read as [ollows: |

“Sec. 159. Limitations to Activns for Infringement.- Notwithstanding any
other provision of this Act, the remedies given to the owner of a right infringed
under this Act shall be limited as {otlows:

“159.1 xx

1592 xxx;

"1539.3 X xx. AND

“159.4 THERE SHALL BE NO INFRINGEMENT OF TRADEMARKS

OR TRADENAMES OF IMPORTED OR SOLD DRUGS AND

MEDICINES ALLOWED UNDER SECTION 72.1 OF THIS ACT, AS N
WELL AS, IMPORTED OR SOLD OFF-PATENT DRUGS AND - "‘5\“\1
MEDICINES: PROVIDED, THAT SAID DRUGS AND MEDICINES BEAR Q)

THE REGISTERED MARKS THAT HAVE NOT BEEN TAMPERED,

UNLAWFULLY MODIFIED, OR INFRINGED UPON AS DEFINED

UNDER SECTION 155 OF TIilS CODL.”

SEC. 16. Implementing Rales and Regulations on Amendments to Republic Act No.
8293, otherwise known as the Intelfectual Properly Code of the Philippines, - Unless otherwise
provided herein, the Intellectual Property Ofice, in coordimaiion with the Departenent of [lealth %
and the Bureau of Food and Drugs, shall issue and promuigate, within one hundred twenty (120) & _
days afler enactment of this Act, the implementing rules and regulations to effectively implement
the provisions of this Act that relate 1o Republic Aet Mo, 8203, otherwise known as the
Inteflectual Property Code of the Philippines.

CHAPTER 3

DRUGS AND MEDICINES PRICE REGULATION

-QH J

SEC. V7. Drugs and Medicines Price Regulation Authority of the President of the
@ %/ -
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Phitippines. - The President of the Philippines, upon recommendation of the Secretary of the
Department of Health, shall have the power to imposc maximum retail prices over any or all
drugs and medicines as enumerated in Section 23.

The power to impose maximum retail prices over drugs and medicines shall be exercised

within such period of time as the siluation may warrant as determined by the President of the
Philippines. No court, except the Supreme Court of the Philippines, shall issue any temporary
restraining order or preliminary injunclion or preliminary mandatory injunctivn that will prevent
the immediate execution of the exercise of this power of the President of the Philippines.

SEC. 18. Drugs and Medicines Price Monitoring and Regulation Authority of the
Secretary of the Depariment of Health. - To implement the policies of this Act under this
Chapter, the Secretary of the Department of Health s hereby authorized (o establish and initiate a
price monitoring and regulation system for drugs and medicines within one hundred twenty
(120) days after enactmeni of this Act. The Secretary of the Department of Health may also
create such bodies, consuliative councils, from which adwvice may be sought in ihe
implementation of a drug or medicine price monttering and regulation policy. Such hodies or
consultative councils created by the Secretary of the Department of Health shall eoordinate its
efforis logether with other govemnment agencies.

SEC. 19. Functions and Responsibilities of the Secretary of the Departiment of Health,
— Pyrsuant 1o Segtion IR of this Act, the Secretary ol the Depariment ol Flealth shall have the
following powers:

{A) Power to Recommend the Maxitnuﬁ'l Retail Price of Drugs and Medicines Subject to
Price Regulation - (1) Upen application or motu proprio when the public interest so requires, the
Secretary of the Dcpa_rtmtnt of Health shall have the power 10 deterrmine the maximuwm retail
prices of drugs and medicines which shall be recommended oy the President of the Philippines
for approval. In order that aflordable prices of drugs and medicines from the different
manufacturers, importers, traders, distributors, wholesalers, or retailers shali be made availnhlé- to
the public, the Secretary of the Department of Health, as he/she may deem fit and after a proper

determination, shall have such approved maximum retail prices of drugs and medicines

pubiished:




(2) o recommending the maximum retail price, the Secretary of the Depariment of
Healih shall consider the following factors:
{a) Retail prices of drugs and medicines that are subject to regulaiion in the Philippines
angd in other connirics:
(b} The s.upply available in the market;
{¢) The cost to the manufacturer, importer, trader, disiributor, whaolesaler or retailer of thla::
fullowing but not linated 10.
(i} The exchange rate of the peso to the foreign currency with which the drug or sz
of its gomponent, ingredient or raw material was paid for;
(i) Any change in the amortization cost of machinery brought about by any chunge
in the ¢xchange rate of the peso to the foreign cursency with which the machinery
was bought through credit facilitics;
(iii) Any change in the cost of Jabor brought aboul by a change in minioium wage;
ur
{iv) Any change in the cost of transporting or distributing the medicines to the area ’%
of destination. Q J
(d) Such other fuctors or conditions which wall aid in arriving at a just and reasonable
maximum price.
{3) No retailer shall sell drugs and medicines al a retail price exceeding the maximum
retail price approved by the President of the Philippines as provided in Scelion 17 of this Act: !K
Frovided That, the Secretary of the Depanment of Heabth shall immedi.utcly undertake a study
on the prevailing prices of drugs and medicines suhject to price regulation and provide an inttial &
list of drugs and medicines, which maximum retail prices he shall recommend to the President of %\
the Philippines.
(B) Power to Include (ther Dirugs and Medicines in the List Subject to Price Regulatinh'
— Upon application or ntot propric when the public interest so vequires and alter priper
detennination, the Secretary of the Deparunent of Health may order the inclusion ol drugs and

medicines to the list subject of price regulation under Seetion 23 hereol’, *.'1“

({C) Pow [mplement Cost-Centainment and Other Measures — {1) 'The E:ucrnty m ;




the IJepartmenl-uf Health shall hive the power to implement the fair price of drugs and
medicines tor purposes of public health insurance and government procurement hased on the
order of the President of tflc Mhilippines impasing maximun retail prices; 2nd

{2) The Sceretary of the Department of Heulth shall have the power to implement any
other measyres thal the government may avuil of to effeclively reduce the cost of drugs and
medicines that shali include, but not limited te, competitive hidding, price volume negetiations,
and oiher appropriate mechanisms that influence supply, demand and expenditures nn drugs and
medicines,

(1) Power to Impose Administrative Fines anid Penalties — Afier due netice and hcaril_':g,_
lh.,f.‘. Secretary of thn: Department ol FHealth shall have the power to impose administrative fines
ggainst any person, manufactorer, importer, trader, distributor, wholesaler, retailer, or any other
entity, in such amount as it may deem reasonable, which in no case shall be less that Fifiy
Thousand Pesos {P50,000.00) nor more than Five Million Pesos (PP5,000,000.00) for violations
of the maximum retail price approved by the President of the Philippines pursuant 10 the
provisions of this Chapler. p ‘%

(I} Power to Deputize Government Entities — The Secretary ol the Department of 1lealth

%

shall have the power to call vpon and deputize amy oflicial, agenl, employee, apency, or
instrumeniality of the national and local government for any assistance that it may deem
necessary 1o ety out the purposes of this Chapter.

{1 Oiher Powers Necessary to Implement Provisions of this Chapter — The Secrelary of
the Department c_-f Health shall exercise such powers and lunctions as may be necessary io
implement and entorce the provisions of this Chapter of this Act, meluding the power o require

the -production and subrussion of records, documents, books of account, bills of lading, input

PN

documents, records of purchuse and sale, financial statemenis, and such other documents,
information and papers as may be necessary 1o enable the Secretary of the Department of Mealth
to carry out its functions, dutics, and responsibilities. Accordingly, wihin thinty (30) days from
the etfeclivity af this Act and every December 31st of every year therealter, every manufacturer

>

importer, trader, distibutor, wholesaler, and retailer of a drug and medicine wheiher included in

or excluded fa list of drugs and medicines that are subject to price regulation shall 71 T




the Secretary of the Depariment of Health a list, containing on the minimum the corresponding
prices and inventory, of ail drugs and medicines it manufactures, imports, trades, distrihﬁtes:,
wholesales, or retails, data pertaining (o the factors enumerated under Section 19(A)(2), and any
and all l'lﬂ:ESSH.['f. information that the Scerelary of the Department of Health may reguire.

SEC. 20, Procedures for Inquiries, Studies, Hearings, Investizations, and Proceedings.
— All inquirics, studies, hearings, invesligations and proceedings conducted by (he Seeretary of
the Department ;:-f Health shall be governed by the rules adopted by hiwher, and in the conduct
thereof shal! not be bound by the technical rules of evidence,

SEC. 21, Effectivity of the Decisions. or Orders of the Secretary of the Depariment of
Health, — All decisions or orders of the Secretary of the Departinent of llcalth pursuant to
Scction 19 Paragraphs (A) Power to Recommend the Maximum Retail Peice of Drags and
Medicines Subject to Price Regulation. {B) Power to Include Other Drugs and Medicines in the
List Subject to Price Regulation. {C} Power 1o Implement Cost-Containment and Other
Measuras, (I Power lo Impose Administrative Fines and Penalties, {E) Power to Deputize
Government Entities, or (F) Other Powers Necessary to Implement Provisions of this Chapter,
shall be immediately operative.

SEC. 22, Review of the Decisions or Orders of the Secretury aof the Department of
Health. — A pért}’ adversely affected by a decision, order or ruling of the Sceretary of the
Department of Health may, within thirty (30) days from notice of such decision, order or ruling,
or in case of a denial of 2 motion for reconsideration thereot, within fifteen (15) days atter notice
of such denial, file an appeal with the Court of Appeals, which shall have jurisdiction o review
auch decision, order or ruling.

The Aling of a petion for 2 writ of ecrtioran or other speciat remedies in the Supreme
Court shall in mi*: case supersede or stay any decision, order or ruling of the Secretary of the
Department of Flealth, unless the ﬁupreﬁe Court shall so direct, and the pctitiuhar may be
required by the Supreme Courl to give bond in such Torm and of such amount us may be deemed
propet.

SEC. 23. List of Drugs and Medicines That are Subject fo Price Regalation. - The list of

drugs and medicines that are subject 10 price regulation shall includg, inter alia:

i



(a) All drogs and medicines indicated for treatment of chronic illnesses and life threatening
conditions, such #s, bt not limited to, endocrine disorders, e.p.. diabetes meliitus:
gastrointestinal disorders, e.g., pepic ulcer; urologic disorders, e.g., benign prostatic h}'pﬂrpla.ﬁia
{BPI); cardiovascular diseases, e.g., hypertension; pulmonary diseases, eg., pulmonary
tuberculosis (PTB). asthma; auto-immune diseases, e.0., systemic Jupus eryvthematosus (SLE):
skin diseascs, e.g., psoriasis; neuro-psychiatric disorders; other inftctious diseases, c.g., human
immunodeficiency virus-acguired immune deficiency syndrome (HIV-AIDS): and other
conditions such as organ transplants and neoplasin;

(b} Drugs and medicmes indicated for prevention ol diseases, e, vaccines,
immunoglobulin, anti-sera;

{¢) Drugs und medicines indicutled for preventlion of pregnancy, e.g., oral contraceptives;

(d} Anesthetic agents;

{¢} Intravenous fwnds;

(f} Mrugs and medicines that are wciuded in the Philippine Nationsl Drug Formulary
{PNDIF) Essential Drug List; and

{2y All olher drugs and medicines which, from time to time, the Secretary of the
Department ol Health determines to be in need of price regulation.

SEC. 24. fllepal Acts of Price Manipulation. — Without prejtdice to the provisions of
existing laws on goods not covered by this Act, it shall be untawful tor any manufacturer,
importer, trader, distributor, wholesaler, retailer, or any person engaged in any method of
dispesition of drugs and medicines (0 engage In acts of price manipulation such as hoarding,
pruﬁtceriné, or illegal combination or forming cartel, as defined under Section 5 of Republic Act
Mo 7581, otherwise known as the Price Act, and all other acts committed o restraint of trade.

SEC. 25, Penalty for Hlegal Acts of Price Manipulation. — Any person or enlity who
commils any act ol illegal price manipulation of any drug and medicine suhject to price
regulation shalt sufter the penalty of imprisonment for a period of no less than five (5) vears nor
mote than fifteen {15) years or shall be impuse_d a fine of not less than One hundred thousand

pesos (P106,000.00) nor more than Ten million pesos (P10,000,000,00), at the discretion of the




court. The court may also order the suspension or revocation of its ticense 10 operate (LT 0},
professional or business license. |

Whenever any act of illegal price manipulation of any drug and medicine subject to price
regulation 1s committed by a junidical person, its officials or employees, or in case of a foreign
corporation or association, its agent or representative in the Philippines who are responsible for
.lhe violation, shall be held liable therefor.

SEC. 26, Display of Muaxinam Retail Price Fixed and Approved by Order of the
President of the Philippines for Drugs and Medivines Subject to Price Regulation, - () Within
a reasonable period as may be detertmined by the Secretary of the Department of [fcalth, and:
Provided, That it conforms to existing drug product labeling requirements, every manufacturer,
importer, distributar, wholesaler, trader, or relailer of a drug and medicine intended lor sale shall
display the retail price which shall not exceed the maximum retail price approved by arder of the
President of the Philippines. The maximurn retgi] price shall be printed on the Jsbel of the
immediate containet of the drug and medic.ine and the ounimum pack thereof olfered [or retail
sale with the words “RETAIL PRICE NOT TO EXCEED” preceding it, and “UNDFR DRUG
PRICE REGULATION™ on a red strip.

{b) Within a period as may be determined hy the Secretary of the Department of Health
from time to time, every mﬁnut'acturcr. importer, or (rader shatl issue a price list to wholesalers,
distributors, retailers and to the Secretary of the Department of Health, indicating (he refail price,
the maximum retail price, and such other informalion as may be required by the Secrelury of the
Department of Health.

SEC. 27. Reports from Local Government Units (LGUs) and the Department of Trade
and Industry (DTI}). — All local government units and the Department of Trade and Industry .
shal! help ensure the implemcentation of pricing polivies provided under this Chapter by
submilting quarterly price monitoring reporis to the Secretary of the Department of Health of
drugs and médicincs identificd by the latter, and any and all necessary information that tlhc
secretary of the Depariment of Healllh may require.

SEC. 28. Role of the Department of Health (DOH) and the Department of Trade and

= The Department of Health and the Department of Trade and Industry I
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conduct independent periodic surveys and studies of the selling prices of all drugs and medicines
referred to in Section 23 of this Act all over the couniry as well as their share or cflect on the
family income of the different cconomic groups in the country for purpeses of serving as data
base for government efforts to promote access lo more affordable medicines, as well as
evaluating the effectivity of the measures underiaken to promote access te more affordabie
medicines. The DTT shall always officially provide the Secretary of the Department of Heulih
copies of these independent reports,

SEC. 29, .Rufe.s‘ and Reguiations. — The Secretary of the Depantment of Heaith, in
consultation with the Depariment of ‘I'rade and Industry, the Congressional Oversight Commiitlee
and olher appropriate government agencies, shall, within one hundred twenty (120) days from
the effeclivity of this Act, promulgate the rules and regulstions nccessary to etfectively
implement the pﬂwisiuns ol this chapter.

SEC, 30, Reportorial and Public Notice Reguirements. - (2) 'The Sccretary of Jeaith shall
submit a bi-annual Monitoring. Report of its performance on the implementation of this Act to
the Office af the Prcsident. This report submtted to the Oflice of the President shall be published
in a newspaper of peneral circulation within thirty {30) days upon submission.

(b) [t shall also submit annually a report of its performance on the implementation of this

Act to both Houses of Congress, within fifteen (15) days from the opening of the repular session.

Tt shall also regularly report and comply immediately to any order of the Conpressional

Oversight Commities.

(c) The order of the President uf the Philippines imposing maximum retail prices on drugs -

and medici nes,.in_{:luding the conditions implementing it, shall be published within fifieen (15)
days from isswance in at least two newspapers of general circulation.  All wholesalers,
manufaciurers, d;stribumrs, importers, or traders shall have a copy of the order of the .Prcsident
of the Philippines and provide the same 1o their clients and customers for SVCry (ransaction. |
(d) All drug outlets are required to post in a conspicuous area within its premises a clear
copy ol the cbrde:r of the President of the Philippincs which shall be easily accessible to the

consuming public and updated Tegularly as ihe situation may warrant.




CHAPTER 4
STRENGTRENING OOF THE BUREAU OF FOU) AND DRUGS

SEC. 31. Strengthening of the Burean of Food and Drups (BFAD). - (a) For a more
effeetive and expeditious implementation of this Act, the Direeter or head of the Burean of Food
and Drugs shall be authorized 1o rtetain, without need of a separate approval from any
governnent agency, and subject only to existing accounting and anditng rules and regulations,
atl the fees, fines, royalties and oiher charges, collecied by the Burear of Food and Drbps neder
this Act and other laws that it is mandated to administer based on the immediately prior year of
operations, for use in its operations, ke upprading of its facilities, equipment outlay, human
resource development and expansion, and the acyuisition of the appropriate office space, amonyg
others, ¢ improve the delivery of its services to the public, This amount, which shall be in
addition to the annual budget of the Bureau of Food and Drugs, shall be deposited and
maintained 1 a separate accoun! or {und, which may be used or disbursed directly by the
Direclor or hcad.:

{b) After tive {1} years from the coming into force of this Act, the Director or head of the
Bureau of Food and Drugs shall, subject lo the approval of the Sceretary of the Department of
IMealih, delermine if the fecs and charges, mentioned in Subsection {a) hereof, are sufficient to
meel its budgetary requirements. 11 so, it shail retain all the fees and charges it shall collect under
the same conditions indicated in suid Subscction (a) but shall forthwith, cease to receive any
funds from the annual budget of the National Government; if not, the pravisions ol Subsectlion
{(a) shall continue Lo apply unti! such time when the Director or head of the Burgau of Food and
Drups. subject to the approval of the Secretary ol Hizalth, certifies that the abovestated Tiees and
charges the Bureau of Food and Druys shall collect are enough to fund its operations.

{c} The Burcau of FFood and Drugs shall submii a vearly performance report to the
Quality Affordable Medicines Cversight Comumittee, as provided in Section 45 ol this Act. The
report shall jtemize the use of such retained funds in the past yeur bp 1o the present and the
budgeted use of the same in the succeeding periods.

SKC. 32. Quality Assurance of Drugs. — The Bureau of Food and Drugs shall lake the

hecessary steps 1o ensure that all drugs suthorized for marketing in the country shall conform 10
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niermational standards for the content, purity and quality of pharmaceutical productls as
established in the Inlernational Pharmacopoeia: Provided, That imported products in finished
dosage [orms, sﬁc:uI(l be certified under the World Health Orpanization (WHO) certification
scheme on the quality uf pharmaceutical products moving in inlernational commerce. Provided
further, That the registration for multisource pharmaceutical preducts should -conform 1o the
WHO guidelings on regislration requiscments to cstablish interchangeability.
CHAPTER 5
NON-DISCRIMINATORY CLAUSE
SEC. 33. Non-Discriminatory Clause, ~ It shall be unlawlul for any retail drug outlet to

refuse to carry cither by sale or by consignment, or offer for sale drugs and medicines brought

into the country, as.allowed under Section 7 of this Act which amends Section 72.1 ol the

intellectual Property Code of the Philippines or R.A. No. 8293, by the government or authorized -

thied party which have been previcusly approved for distribution or sale by the Bureau of Food:

and Drugs. For this purpose, the said products shall be displayed with equai prominence as all

other products sold in the establishment.

SEC. 3, .Ri’fu.i‘ﬂ'f fo Selt Drags and Medicines. — No manufacturer, imporler, trader,
distributor, wholesaler shall withhold {rom sale or refuse to sell to a wholesaler or retailer any
drug or medicing without good and suflicient reasons.

SEC. 35.-'Penﬂ_£r£es. ~ Any person or enlity who shall refuse to earry ot sell drugs and
medicines pursuant to the provisions of this Chapter ghall be punished with a fine of not iess than
One hundred thousand pesos (Phpl00,000.00} but not more than Five hundred thousand pesos
{Php500,000.00} at the discretion of the cou:rt.. ‘For the succeeding offense, the penaities shall not
be less than Five hondred thousand pesos .{thi{}l],{}[lﬂ.flﬂ} but nal mere than One miillion pesos
{Php1,000.000.00) at the discretion of the court, and suspension or revocalion of its license 1o
operate (LTO), business or professional license, as 1he case may be.

SEC, 36. fmplementing Rules and Regulations on the Non-Discriminatory Clause. —
Within one hundred twenty {liﬂj duys from the effectivity of this Act, the Depariment of Healh,
in consultation with the Department of Trade and Indusiry, shall promulgale the rules and

regulations necessary te effectively implement the provisions of this Chapter.

Y

[ dafi.
"

{
¢




CHAPTER 6
AMENDMENTS TO REPUBLIC ACT NO. 6675, OTHERWISF.

RKNOWN AS THE GENERICS ACT OF 1988

SEC. 37. Section 5 of Republic Act No. 6675, otherwize known as the Gencoes Act ol
1988, is hereby amended to read as follows:
“SEC. 5. Posting and Publication. — The Department of [lealth shall publish
annually IN ACCEPTABLE MEANS OF PUBLIC DISSEMINATION in at
least two (2) newspapers of general circulation in the Philippines the generic
nanes, and the ¢ommesponding brund names under which they are marketed, of all

drupgs and medicines available in the Philippines.”
ST, 38, Section 6 of Republic Act No. 6675, ctherwise known as the Generies Acl of

1988, is hereby amended Lo read as follows:

“SEC. 6. Who Shall Use Generic Terminology. — “(a) All govermmiznt health - £
agencics and their personne] as well as other government agencics shall nse generic | é
lenninolﬁg_}f or generic pames in all iransactions related 1o purchasing. prescribing,
dispensing and administering of drugs and medicines,

“1b) All medical, dental and veterinary practitioners, including private

practitioners, shall write preseriptions using the generic name. The brand name may
be included if so desired.

“{¢) Any organization or company invotved in the manulaciure, importation,
repacking, marketing andfor distribution of drups and medicines shall indicate
prominently the generic name of the product. In the case of brand name products,
the peneric name shall appear prominently and immediately above the brand name
1n 4l product labels as well as in adventising and other promotional materizls.

“{d) Drug oullets, including drugstores, hospilal and non-hospital pharmacies
and nontraditions| cutlets such ns supermarkets and stores, shall inform any buyer
about any and all other drug products having the same generic name, together with

their ::urre'gpundi ng prices so that the buyer may adequately exercise his option. @I”
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Within one {1) year after approval of this Act, the drug outlets referred to hergin

shall post in conspicuous places in their establishments a list of drug products weth

the same generic name and their corresponding prices.
“(E) THERE SHALL APPEAR PROMINENTLY ON THE LABEL OF A
GENERIC DRUG THE FOLLOWING STATEMENT: THIS FRODUCT

HAS THE SAME THERAPEUTIC EFFICACY AS ANY OTHER GENERIC
PRODUCT OF THE SAME NAME, SIGNEID: BFAD™
SEC. 39. Scctim & of Republic Act No. 6675, otherwise known as the. Generics Act of
1988, is hereby amended Lo read as foilows:
“SEC. 8. Required Production. — Subject 1o the tules and regulations
promnlgated by fhe Secretary of Health, every drmg manufactuning company
operating in the Philippines shall be required to produce, distribute and make

WIDELY: available lo the general poblic [the medicine 1t produces, in the form of ‘

¥

L,

generic drugsf AN UNBRANDED GENERIC COUNTERFART OF THEIR

BRANDED PRODUCT.™
SEC. 4B. Section 11 of Republic Act No. 6675, otherwise known as the Generics

Act ol 1988, is herchy amended to read as (ollows:

%FC 11. Education Drive— The Department ol Health jointly with the
[Department of Fducation, Culture and Sports,| the Philippine Information Agency H
and the Department of THE INTERIOR AND Local Government shall conduct a
continuous information campaign for the public and a continuing education and ?
training for the medical and allied medical prolessions on drugs with generic names

“us an aiternative of equal effivacy to the more expensive brand name drugs, Such {\
educational campaign shali include informalion on the ilinesses or symptoms which

each generically named drug is supposed to cure or alleviate, st well ax in

contraindications. The Department of Health with the assisiance of the Department

of THE INTERIOR AND Local Government and the Philippine [nformation

_ |
Agency shail monilur the progress of ihe education drive, and shall submit regular @“




SEC. 41. Section 12 of Republic At No. 6675, otherwise known as the Genrerics Act of
1988, is hereby amended to read as foliows:
“SINC. 12, Penalty. — (A) Any person who shall violate Scetion 6(z) or 6(b) of

this Act shall suffer the penahy graduated hereunder, viz:

ta) for the first conviction, he shall suffer the penalty ol reprimand whicl shall
be oificially recorded in the appropriatc books of the Professional Repulation
Commission.

(b} for the second conviction, the penally of fine in the amount of not less than
[Two thousand pesos (P2,000.00)] TEN THOUSAND PESOS (Phpl10,000.00)
but net  exceeding |Five thousand pesos  (P3,000.00)) TWENTY-FIVE
THOUSAND FESOS (Php25,000.00) at the discretion of the court.

{c) For the third conviction, the penally of fine in the amount of not less than

fFive thousand pesos (B5,000.003] TWENTY-FIVE THOUSAND PESOS ey
t:_:') T
(Php25,000.00) but not exceeding [Ten thousand pesos (P10,000.00)] FIFTY (;— _)

THOUSAND PESOS (Php50,000.00) and suspension of his license to practice his
profession for |thirty (30) days] SIXTY (60) DAYS al the discretion of the court.

(d) for the fourth and subsequent convictions, the penalty of fine of not less
than [Ten thoesand pesos (P14,000.000) ONE HUNDRED THOUSAND PESOS
(Php130,000.00) and suspension of his license to practice his profession for one (1)
year or longer at the discrotion of the court,

“BY  Any puridical person who violates Section 6(c). 6(d), 7 or 8 shall suffer
the penalty of a fine of not less than |Five thousand pesos (P5,006.00)} ONE 7
HUNDRED THOUSAND PESOS (Phpl00,000.00) fnot more than Ten thousand {&
pesos (PIG,000.00)) and suspension or revocalion of license 1o operate such drug )
establishment or drug oullet at the discretion of the courl: Provided 1hat its
officers directly responsible far the violation shall suffer the penalty of fine OF AT
LEAST FORTY THOUSAND PHESOS (Php40,000.00) and suspension  or
revoeation of license 10 ﬁmclicc profession, if applicable, and by imprisonment of Eﬂﬂ

not less than six (6} months nor more than one (1) year or both fine and




imprisanment at the discretion of the court: and, Provided, further. That if the
guilty party is an alien, he shall be fpso facto deported after service of sentence
withaut need of further proceedings.

“('} The Secretary of Tlealth shall have the authority 1o impose admimsirative

sanctions such 43 suspension ar cancellation of liccnse 10 operate or recommend
suspension of license fo practice profession lo the Professional Regulation
Conunission ag ihe case may be for the violation of this Act.
“THE ADMINISTRATIVE SANCTIONS THAT SHALL BE IMPOSED
BY THE SECRETARY OF THE DEPARTMENT OF IHIEALTH SHALL BE
IN A GRADUATED MANNER IN ACCORDANCE WITH SECTION 12.A,
AN ADMINISTRATIVE CASE MAY BE INSTITUTED
INDEPENDRENTLY FROM THE CRIMINAL CASE: PROVIDED, THAT,
‘THE TNSMISSAL OF THE CRIMINAL CASE OR THE WITHDRAWAL
OF TilE SAME SHALIL IN NO INSTANCE BE A GROUND FOR THE | (3‘:
DISMISSAL OF THE ADMINISTRATIVE CASE.” o
SEC. 42. fmplementing Rules and Regwlations to the Amendments to the Generics Act
of 1988, - The Department of Health, in consuliation with the appropriate government agencies,
shall, within one hundred twenty (120) days from the effectivity of this Act, promulgate the rules
and regulations ﬁecessary to effcetively 1mplement the provisions of this Act that relate w

Republic Act No. 6675, or, the Generics Act of 1988.

CHAPTER 7 %
AMENDMENTS TO REPUBLIC ACT NOQO. 5921, AS AMENDED, OTHERWISE

KNOWN AS THE PIIARMACY LAW . R\

SEC. 43. Section 25 of Republic Act No. 5921, as amended, otherwise known as the
Pharnmacy Law, is hercby amended 1o read as tollows:
"SEC. 25, Sale of medicines, pharmacewticals, drugs and devices. — No
medicine, pharmaceutical, or drug, EXCEPT FOR THOSE WHICH ARE NON- . @“I

PRESCRIF N OR OVER-THE-COUNTER;Sf whalever rature and kind or
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devive shall be compounded, dispensed, sold or resold, or otherwise he made
available to the consuming public except throngh a prescription drugstore or
hospital pharmacy, duly esiablished in accordance with the provisions of this Act.
NON-PRESCRIFTION OR OVER-THE-COUNTER DRUGS MAY BE
SOLD IN THEIR ORIGINAL PACKAGES, BOTTLES, CONTAINERS OR
IN SMALL QUANTITIES, NOT IN THEIR ORIGINAL CONTAINERS TO
THE CONSUMING PUBLIC THROUGH SUPERMARKETS,
CONVENIENCE STORES AND OTHER RETAIL ESTABLISHMENTS.
“Pharmacentical, drug or biological manufacturing establishments, importers
and wholesalers of drugs, medicines, or iological products [are auwthorized 10 sell
their praducts ondy at wholesale (o duly established retail drugstvre or hospital

pharmacies], SHALL NOT SELL THEIR PRODUCTS FOR RE-SALE

EXCEPT ONLY TO RETAIE DRLUG OUTLETS, HOSPITAL ' S
PHARMACIES OR TO OTHER DRUG WHOLESALERS UUNDER TRE (ii)

SUPERVISION OF A  REGISTERED PHARMACIST, AND
SUI’EMI’{KETS, CONYENIENCE STORES, OTHER RETAIL
ESTABLISHMENTS FOR OVER-THE-COUNTER DRUGS, DULY
LICENSED BY THE BUREAU OF FOOD AND DRUGS.”
SEC. 44, Implementing Rules and Regulutions to the Amendments to the Pharmuacy
Law. — The Department ol [ealth, in consultation with the appropriate government agencies,
within one hundred twenty {1203 days trom the effectivity of dus Act, shall promulgate the rules
and regulatioms necessary to elfectively implement the provisions of this Chapler.
CHAPTER S ﬁ
MISCELLANEOUS PROVISIONS %
SEC. 43, Congressional Oversight Committee. ~ Vor the etfective implenicntation of
this Act, there shall be creaied a Congressional Gversight Commiitee, hereinafier referred to as
the Quality Affordable Medicines Oversight Committee, to be composed of ive (5) members
from the Senate, which sha!l include the Chaitpersons of the Senate Committees on Trade and | %ﬁﬂ

Commerce and th and Demography, and, five House of

) members from the




-t

Representatives, which shall include the Chairpersons of the House of Representatives
Committees on Trade and industry and Ilealth. The Quaiity Alfordable Medicines Oversight
Commitice shall be jointly chaired by the Chairpersens of the Senate Committee on Trade and

Commeree and the House of Representatives Committee on Trade and Industry. The Vice-Chair

of the oversight commiitee shall be juintly held by the Chairpersons ol the Sénate Committet on
Health and Demography and the House of Representaiives Committee on 1lealth,

SEC. 46. Approprigtions. - For the initial wnplementation of ihis Act, the amount of
Twenty five million pesas (Php23,000,000.00), in addition to the budget of the Depariment of
Health, shalt be provided for the operations of the Oilice of the Secretary of Health, The Quality
Allordahle Medicines Oversight Committee shall be provided an initial budget of Five million
pesos (Phpl,0G0,000.00} Lo perfurm s functions as mandated mnder this Act. Thereatter, such
sum as may be necessary for its continoed implementation shall be included in the anmual
(ieneral Appropriations Act,

SEC. 47. Separgbility Clause. -Any portion or provisions of this Act that may be
declared unconstitutional or invalid shall not have the effect of aullifying other portions und
provisions hereof as long as such remaining portion or provision can stil subsist and be given
effect in their enlirety.

SEC. 48, Repeating Clause. - Al laws, decrees, execufive orders, proclamations aml
adminisiralive reéulatilans ur parts thereof inconsistent herewith are hereby repealed or modilied
accordingly,

SEC. 49,. Effectivity Clause. — This Act shall take effect fiftecn (15) days after _it_s

publication in at Jeast two national papers of general circulation.

Approved, “
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