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EXPLANATORY NOTE

On June 06, 2008, Republic Act No. 9502, otherwise known as “An Act Providing
for Cheaper and Quality Medicines, Amending for the Purpose 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” was enacted
into law. The law was purportedly passed to mitigate the suffering of the impoverished
Filipinos who had to constantly deal with the ever increasing prices of basic
commodities, among which are quality affordable medicines.

Unfortunately, there are serious concerns from the Filipino people that the law
has failed to meet their expectations. Prices of medicines have not been effectively
reduced. People from the lower bracket of society still cannot afford the prices of
essential drugs despite the passage of R.A. 9502. Rather than reducing the prices of over
one thousand five hundred (1,500) drug formulations, the law resulted in price
reductions to merely twenty-two (22) drug formulations.

The law thus failed to serve the interests of the common man, the impoverished
who continue to suffer and who should be the primary beneficiaries of a genuine

Cheaper Medicine Law.

In view of the foregoing considerations, approval of this bill is earnestly sought.
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Introduced by Senator LOREN LEGARDA

AN ACT
AMENDING CERTAIN SECTIONS OF REPUBLIC ACT NO. 9502 OTHERWISE
KNOWN AS THE “UNIVERSALLY ACCESSIBLE CHEAPER AND QUALITY
MEDICINES ACT OF 2008” AND FOR OTHER PURPOSES

Be it enacted by the Senate and the House of Representatives of the Philippines in
Congress assembled:

SECTION 1. Section 4 of RA 9502 is hereby amended to read as follows:

Sec. 4. Definition of Terms - For purposes of this Act, the following terms are to mean

as follows:;

(a) “BOARD” REFERS TO THE DRUG PRICE REGULATION BOARD.
(b) “Compulsory License” is a license issued by the Director General and the
Director of Legal Affairs of the Intellectual Property Office to exploit a patented
invention without the permission of the patent holder, either by manufacture or
through parallel importation.
(c) “Drug outlet” refers to drugstores, pharmacies, and any other business
establishments which sell drugs or medicines. |
(d) “DOHA DECLARATION” REFERS TO THE NOVEMBER 2001 DOHA |
DECLARATION ON THE AGREEMENT ON TRADE RELATED ASPECTS OF
INTELLECTUAL PROPERTY RIGHTS (TRIPS AGREEMENT) ADOPTED BY THE
WORLD TRADE ORGANIZATION (WTO) MINISTERIAL CONFERENCE OF 2001
IN DOHA, QATAR THAT REAFFIRMED THAT THE TRIPS AGREEMENT “CAN
AND SHOULD BE INTERPRETED AND IMPLEMENTED IN A MANNER
SUPPORTIVE OF THE WTO MEMBERS” RIGHT TO PROTECT PUBLIC HEALTH
AND, IN PARTICULAR, TO PROMOTE ACCESS TO MEDICINES FOR ALL” AND
REAFFIRMS THAT THE AGREEMENT PROVIDES FLEXIBILITY FOR THIS
PURPOSE, INCLUDING IDENTIFYING WAYS BY WHICH COUNTRIES WITH
1
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INSUFFICIENT OR NO PHARMACEUTICAL MANUFACTURING CAPACITIES
COULD MAKE EFFECTIVE USE OF COMPULSORY LICENSING UNDER THE
TRIPS AGREEMENT.

(¢) “Drug or medicine” refers to any chemical compound or biological
substance, other than food, intended for use in the treatment, prevention or
diagnosis of disease in humans or animals, including but not limited to:

(1) any article recognized in the official United States Pharmacopoeia -

National Formulary (USP-NF), official Homeopathic Pharmacopoeia of the

United States, Philippine Pharmacopoeia, Philippine National Drug

Formulary, British Pharmacopoeia, European Pharmacopoeia, Japanese

Pharmacopoeia, Indian Pharmacopoeia, any national compendium or any

supplement to any of them;

(2) any article intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in humans or animals;
(3) any article other than food intended to affect the structure or any
function of the human 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, parts, or
accessories; and
(5) herbal and/or traditional drugs which are articles of plant or
animal origin used in folk medicine which are:
(i) recognized in the Philippine National Drug Formulary;
(ii) intended for use in the treatment or cure or mitigation of
disease symptoms, injury or body defects in humans;
(iii) other than food, intended to affect the structure or any
function of the human body;
(iv} in finished or ready-to-use dosage form; and
(v) intended for use as a component of any of the articles
- specified in clauses (i), (ii), (iii), and (iv).

(f) “Essential drugs list or national 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 internationally accepted
criteria.

(g) “Importer” refers to any establishment that imports raw materials, active
ingredients and finished products for its own use or for distribution to other drug

establishments or outlets.
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(h) “Manufacture” includes any process or part of a process for making,
altering, finishing, packing, labeling, breaking or otherwise treating or adapting any
drug with a view to its sale and distribution, but does not include the compounding
or dispensing of any drug in the ordinary course of retail business.

(i) “Manufacturer” refers to any establishment engaged in the operations
involved in the production of a drug with the end view of storage, distribution, or
sale of the product.

() “Multisource pharmaceutical products” refers to pharmaceutically
equivalent or pharmaceutically alternative products that may or may not be
therapeutically equivalent. Multisource pharmaceutical products that are
therapeutically equivalent are interchangeable;

(k) “PARALLEL IMPORTS” REFERS TO PRODUCTS IMPORTED INTO A
COUNTRY WITHOUT THE AUTHORIZATION OF THE RIGHT HOLDER IN
THAT COUNTRY, WHICH HAVE BEEN PUT ON THE MARKET IN ANOTHER
COUNTRY BY THAT PERSON OR WITH HIS CONSENT OR BY ANY PARTY
AUTHORIZED TO USE THE PATENTED PRODUCT.

(1) “Retailer” refers to a licensed establishment carrying on the retail business
of sale of drugs or medicines o customers.

(m) “Trader” refers to any licensed establishment which is a registered owner
of a drug product that procures the materials and packaging components, and
provides the production monographs, quality control standards and procedures, but
subcontracts the manufacture of such products to a licensed manufacturer.

(n) “TRIPS Agreement” or Agreement on Trade Related Aspects of
Intellectual Property Rights refers to the international agreement administered by
the WTO that sets down minimum standards for many forms of intellectual
property regulation,

(0) “Wholesaler” refers to a licensed establishment or drug outlet who acts as
merchant, broker or agent, who sells or distributes for resale or wholesale drugs or

medicines.

SEC. 2. Section 6 of RA 9502 is hereby repealed.

SEC. 3. Section 7 of RA 9502 is hereby renumbered as Sec. 6, and the succeeding

sections are renumbered accordingly.

SEC. 4. Section 9 of RA 9502 is hereby amended to read as follows:
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SEC. 8. Section 76.1 of Republic Act No. 8293 is hereby amended to read as
foillows:

“SEC. 76. Civil Action for Infringement, - 76.1. The making, using, offering
for sale, selling, or importing a patented product or a product obtained directly
or indirectly from a patented process, or the use of a patented process without
the authorization of the patentee constitutes patent infringement[.J:

Provided, That, this shall not apply to instances covered by Section 72.1,
72.4 (Limitations on Patent Rights); Subsections ¢, d, and e of Section 74 (Use of
Invention by Government); Section 93.6 (Compulsory Licensing); and Section 93-
A (IMPLEMENTATION OF PARAGRAPH 6 OF THE DOHA DECLARATION)
of this Code.”

SEC. 5. Section 11 of RA 9502 is hereby amended to read as follows:

SEC. 10. A new Section 93-A is hereby inserted after Section 93 of Republic Act
No. 8293 to read as follows:

“Sec. 93-a. IMPLEMENTATION OF PARAGRAPH 6 OF THE DOHA
DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH
WHICH RECOGNIZES THAT WORLD TRADE ORGANIZATION (WTO)
MEMBERS WITH INSUFFICIENT OR NO MANUFACTURING
CAPACITIES IN THE PHARMACEUTICAL SECTOR COULD FACE
DIFFICULTIES AND MAKING EFFECTIVE USE OF COMPULSORY
LICENSING UNDER THE TRIPS AGREEMENT AND THE 30 AUGUST
2003 DECISION OF THE WTO GENERAL COUNCIL WHICH
IMPLEMENTS PARAGRAPH 6 OF THE DOHA DECLARATION. - 93-a1.
The Director General of the Intellectual Property Office, upon the written
recommendation of the Secretary of Health, shall, upon filing of a petition,
grant a compulsory license for the importation of patented drugs or
medicines PURSUANT TO THE IMPLEMENTATION OF PARAGRAPH
6 OF THE DOHA DECLARATION ON THE TRIPS AGREEMENT AND
PUBLIC HEALTH AND THE 30 AUGUST 2003 DECISION OF THE
WORLD TRADE ORGANIZATION (WTO) GENERAL COUNCIL. The
grant of a compulsory license shall be an exception to sections 100.4 and

100.6 of republic act no. 8293 and shall be immediately executory.
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“No court, except the Supreme Court of the Philippines or the
Court Of Appeals, shall issue any temporary restraining order or
preliminary injunction or such other provisional remedies that will
prevent the grant of the compulsory license.

“93-A.2. A compulsory license shall also be available for the
manufacture and export of drugs or medicines to any country having
insufficient or no manufacturing capacity in the pharmaceutical sector to
address public health problems: Provided, That, compulsory license has
been granted by such country or such country has, by notitication or
otherwise, allowed importation OF THE PATENTED DRUGS OR
MEDICINES FROM THE PHILIPPINES.

“93-A.3. THE IPO SHALL PROMULGATE THE RULES AND
REGULATIONS FOR THE EFFECTIVE IMPLEMENTATION OF THIS
SECTION, TAKING INTO ACCOUNT THE GUIDELINES FOR THE
IMPLEMENTATION OF PARAGRAPH 6 OF THE DOHA
DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH
AND THE 30 AUGUST 2003 DECISION OF THE TRIPS GENERAL
COUNCIL.”

SEC. 6. Section 15 of RA 9502 is hereby repealed.

SEC. 7. Section 16 of RA 9502 is hereby renumbered as Sec. 14, and is amended

to read as follows:

SEC. 14. Rules and Regulations. - The Intellectual Property Office of the
Philippines shall, within one hundred twenty (120) days from the effectivity of
this Act, promulgate the rules and regulations necessary to effectively implement

the provisions of this Act that relate to the Intellectual Property Code.

SEC. 8. Chapter 3 of RA 9502 is hereby amended to read as “Creation and
Powers of the Drug Price Regulation Board”.

SEC. 9. Section 17 of RA 9502 is hereby repealed.

SEC. 10. Section 18 of RA 9502 is hereby renumbered as Sec. 15, and is

amended to read as follows:
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SEC. 15. CREATION AND COMPOSITION OF THE DRUG PRICE
REGULATION BOARD. - (A) THERE IS HEREBY CREATED THE DRUG
PRICE REGULATION BOARD, WHICH SHALL BE ATTACHED TO
THE DEPARTMENT OF HEALTH, AND COMPOSED OF SEVEN (7)
MEMBERS AS FOLLOWS:

(1) SECRETARY OF HEALTH OR HIS DULY DESIGNATED
REPRESENTATIVE WHO SHALL HAVE THE RANK OF AN
UNDERSECRETARY AS CHAIRPERSON;

(2) SECRETARY OF TRADE AND INDUSTRY OR HIS DULY
DESIGN ATED UNDERSECRETARY AS VICE-CHAIRPERSON;

(3) DIRECTOR, BUREAU OF FOOD AND DRUGS AS MEMBER;

(4) PRESIDENT, PHILIPPINE HEALTH INSURANCE
CORPORATION AS MEMBER;

(5) ONE (1) FACULTY FROM THE HEALTH SCIENCES SCHOOL
AS MEMBER; AND

(6) TWO (2) REPRESENTATIVES FROM THE CONSUMERS'
SECTOR AS MEMBERS.

(B) THE MEMBERS OF THE BOARD REPRESENTING THE
ACADEME AND THE CONSUMERS' SECTOR SHALL BE APPOINTED
BY THE  PRESIDENT OF THE PHILIPPINES UPON THE
RECOMMENDATION OF THE SECRETARY OF HEALTH AND SHALL
SERVE FOR A TERM OF TWO (2) YEARS: PROVIDED, THAT, THE
REPRESENTATIVES FROM THE CONSUMERS' SECTOR SHALL NOT
SERVE FOR MORE THAN TWO (2) TERMS.

(C) THE BOARD SHALI BE CONSTITUTED WITHIN THIRTY
(30) DAYS AFTER THE EFFECTIVITY OF THIS ACT AND SHALL BE
ASSISTED BY A SECRETARIAT FROM THE EXISTING
ORGANIZATIONAL STRUCTURE OF THE DEPARTMENT OF
HEALTH (DOH). THE SECRETARIAT SHALL BE HEADED BY AN
EXECUTIVE DIRECTOR FROM AMONG THE UNDERSECRETARIES
OR ASSISTANT SECRETARIES OF THE DOH SERVING IN AN EX
OFFICIO CAPACITY.

IN THE IMPLEMENTATION OF THIS ACT, THE
ORGANIZATIONAL STRUCTURE PROVIDED UNDER REPUBLIC ACT
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NQO. 7581, OTHERWISE KNOWN AS THE PRICE ACT, SHALL BE
UTILIZED.

SEC. 11. Section 19 of RA 9502 is hereby amended to read as follows:

SEC. 16. POWERS OF THE BOARD. - The BOARD shall have the
following powers:

(A) Power to determine the Maximum Retail Price of Drugs or
Medicines Subject to Price Regulation - (1) Upon application or motu
proprio when the public interest so requires, the BOARD shall have the
power to regulate the retail price of drugs or medicines listed under
Section 20 hereof, and, in order that they shall be made widely available to
the public at affordable retail price from the different manufacturers,
importers, traders, distributors, wholesalers, or retailers and after a proper
determination as the board may deem fit, fix from time to time, by
publication the maximum retail price at which such drugs or medicines
shall be sold.

(2) In determining the maximum . retail price, the Board shall
consider the following factors:

(8} Retail prices of the same or similar drugs and medicines in other
countries;

(b) The supply available in the market;

(c) The cost to the manufacturer, importer, trader, distributor,
wholesaler or retailer of the following but not limited fo:

(i) The exchange rate of the peso to the foreign currency with which
the drug or medicine or any component, ingredient or raw material
thereof was paid for;

(ii) Any change in the amortization cost of machinery brought
about by any change in the exchange rate of the peso to the foreign
currency with which the machinery was bought through credit facilities;

(iii) Any change in the cost of labor brought about by a change in
the minimum wage; or

(iv) Any change in the cost of transporting or distributing the drugs
or medicines to the area of destination.

(d) Such other factors or conditions, which will aid in arriving at a

just and reasonable maximum price.
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(3) No retailer shall sell drugs or medicines at a retail price
exceeding the maximum refail price fixed by the Board: Provided, That,
until the maximum retail price of drugs or medicines subject to price
regulation is fixed by the Board, no i’nanufacturer, importer, trader,
distributor, wholesaler, or retailer of such drug or medicine shall sell the
same at a retail price exceeding the price prevailing immediately before
the effectivity of this Act: Provided, further, That, immediately after the
Drlig Price Regulation Board is constituted, the Board shall undertake a
study on the prevailing prices of drugs or medicines subject to price
regulation and immediately after the effectivity of its powers, provide an
initial list of drugs or medicines whose new maximum retail prices shall
be fixed by the Board.

(B) Power to Include Other Drugs or Medicines in the List Subject
to Price Regulation ~ Upon application or motu proprio when the public
interest so requires and after proper determination, the Board may order
the inclusion of drugs or medicines to the list subject to price regulation
under Section 19 hereof.

(C) Power to Implement Cost-Containment and Other Measures -
(1) The Board shall have the power to determine the fair price of drugs or
medicines for purposes of public health insurance and government
procurement; and

(2) The Board shall have the power to implement any other
measures that the government may avail of to effectively reduce the cost
of drugs or medicines that shall include, but not be limited to, competitive
bidding, price-volume negotiations, and other appropriate mechanisms
that influence supply, demand, and expenditures on drugs or medicines.

(D) Power to Impose Administrative Fines and Penalties -~ After
due notice and hearing, the Board shall have the power to impose
administrative fines against any person, manufacturer, importer, trader,
distributor, wholesaler, retailer or any other entity, in such amouant as it
may deem reasonable, which shall in no case be less than Fifty thousand
pesos (P50,000.00) nor more than Five million pesos (I’5,000,000.00) for
violations of the maximum retail price fixed pursuant to this Section.

(E) Power to Deputize Government Entities - The Board shall have

the power to call upon and deputize any official, agent, employee, agency,




Lo o o T o O & L T S e L

0 L G W W W W N N T L St
O\UT:-POJ-NHO\DQQQ&JE@BBB\D%Q‘ﬁO\m%WNHCD

or instrumentality of the national or local government for any assistance
that it may deem necessary to carry out the purposes of this Act.

(F) Other Powers Necessary to Implement Provisions of This Act -
The Board shall exercise such powers and functions as may be necessary
to implement and enforce the provisions of this Chapter of the Act such
as, but not limited to, the power to issue subpoena duces tecum and subpoena
ad testificandum, and to require the production and submission of records,
documents, books of account, bills of lading, input documents, records of
purchase and sale, financial statements, and such other documents,
information and papers as may be necessary to enable the Board to carry

out its functions, duties and responsibilities.

SEC. 12. Section 20 of RA 9520 is amended to read as follows:

SEC. 17. BOARD PROCEDURES. — All inquiries, studies, hearings,
investigations and proceedings conducted by the Board shall be governed
by rules adopted by the Board, and in the conduct thereof the Board shall
not be bound by the technical rules of evidence.

In accordance with its power to investigate any matter before it, the
Board shall have the power to depose witnesses residing within or

without the Philippines according to its rules and regulations.

SEC. 13. Section 21 of RA 9502 is amended to read as follows:

SEC. 18. EFFECTIVITY OF THE BOARD'S DECISIONS OR
ORDERS. — All decisions or orders of the Board pursuant to Section 15,
Paragraphs (A) Power to Determine the Maximum Retail Price of Drugs
or Medicines Subject to Price Regulation, (B) Power to Include Other
Drugs or Medicines in the List Subject to Price Regulation, (C) Power to
Implement Cost-Containment and Other Measures, (D) Power to Impose
Administrative Fines and Penalties, (E) Power to Deputize Government
Entities, or (F) Other Powers Necessary to Implement Provisions of this
Act shall be immediately operative, unless otherwise provided by the
Board.

SEC. 14. Section 22 of RA 9502 is amended to read as follows:
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SEC. 29 REVIEW OF THE BOARD'S DECISIONS OR ORDERS. —
A party adversely affected by a decision, order or ruling of the Board may,
within thirty (30) days from notice of such decision, order or ruling, or in
case of a denial of a motion for reconsideration thereof, within fifteen (15)
days after notice of such denial, file an appeal with the Court of Appeals,
which shall have jurisdiction to review such decision, order or ruling and
to modify or set aside the same when it clearly appears that there was no
evidence before the Board to support reasonably such decision, order or
ruling, or that the same is contrary to law, or that it was without the
jurisdiction of the Board. The evidence presented to the Board, together
with the record of the proceedings before the Board, shall be certified by
the Board to the Court of Appeals. Said appeal shall be placed on file in
the Office of the Clerk of the Court of Appeals who shall furnish copies
thereof to the Board and other parties interested.

Any decision, order or ruling of the Board may likewise be
reviewed by the Supreme Court upon a writ of certiorari in appropriate
cases. The procedure for review, except as herein provided, shall be in
accordance with the rules prescribed by the Supreme Court.

The filing of a petition for a writ of certiorari or other special
remedies in the Supreme Court shall in no case supersede or stay any
decision, order or ruling of the Board, unless the Supreme Court shall so
direct, and the petitioner may be required by the Supreme Court to give

bond in such form and of such amount as may be deemed proper.
SEC. 15. Section 23, paragraph (c) is hereby repealed.

SEC. 16. Section 26 of RA 9502 is hereby amended to read as follows:
SEC. 23. DISPLAY OF PRICE FIXED BY THE BOARD FOR DRUGS
OR MEDICINES SUBJECT TO PRICE REGULATION. -~ (a) Within a
reasonable period as may be determined by the Board, and: Provided, That
it conforms to existing drug product labeling requirements, every
manufacturer, importer, distributor, wholesaler, trader, or retailer of a
drug or medicine intended for sale shall display the retail price which
shall not exceed the maximum retail price fixed by the Board. The

maximum retail price shall be printed on the label of the immediate

10
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container of the drug or medicine and the minimum pack thereof offered
for retail sale with the words “RETAIL PRICE NOT TO EXCEED”
preceding it, and “UNDER DRUG PRICE REGULATION" on a red strip:
Provided, That, in the case of a container consisting of smaller saleable
packs, the retail price of such smaller pack shall also be displayed on the
label of each smaller pack and such price shall not be more than the
provata retail price of the main pack rounded off to the nearest centavo.

(b) Within a period as may be determined by the Board from time
to fime, every manufacturer, importer, or trader shall issue a price list to
wholesalers, distributors, retailers and the Board, indicating the retail
price, the maximum retail price, and sﬁch other information as may be

required by the Board.
SEC. 17. Section 27 of RA 9502 is hereby amended to read as follows:

SEC. 24. Reports from Local Government Units (LGUs) and the
Department of Trade and Industry (DTI). - All local government units
(LGUs) shall help ensure the implementation of pricing policies provided
under this Chapter by submitting quarterly price monitoring reports to
the BOARD of drugs or medicines identified by the latter, and any and all

necessary information that the BOARD may require.
SEC. 18. Section 28 of RA 9502 is hereby amended to read as follows:

SEC. 25. Role of the Department of Health (DOH) and the Department of
Trade and Industry (DTI). - The DOHM and the DTI shall jointly conduct
independent periodic surveys and studies of the selling prices of all drugs
and medicines referred to in Section 20 of this Act all over the country as
well as their share or effect on the family income of the different economic
groups in the country for purposes of serving as data base for government
efforts to promote access to more affordable medicines, as well as
evaluating the effectivity of the measures undertaken to promote access to

more affordable medicines.

SEC. 19. Section 29 of RA 9502 is hereby amended to read as follows:

11
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SEC. 26. Rules and Regulations. - The BOARD, in consultation with
the DOH and the DTI, the Congressional Oversight Committee and other
appropriate government agencies, shall, within one hundred twenty (120)
days from the effectivity of this Act, promulgate the rules and regulations

necessary to effectively implement the provisions of this chapter.

SEC. 20. Section 30 of RA 9502 is hereby amended to read as follows:

SEC. 27. Annual Reporl. - Within thirty (30} days from the effectivity
of this Act and every December 31st of every year thereafter, every
manufacturer, importer, trader, distributor, wholesaler, and retailer of a
drug or medicine whether included in or excluded from the list of drugs or
medicines that are subject to price regulation shall furnish the Board a list
of all drugs or medicines it manufactures, imports, trades, distributes,
wholesales, or retails, data pertaining to the factors enumerated under
Section 15(A)(2), and any and all necessary information that the Board may

require.

SEC. 21. Sections 31 and 32 of RA 9502 are hereby repealed.

SEC. 22. Section 33 of RA 9502 is renumbered as Sec. 28, and is hereby

amended to read as follows:

SEC. 28 Non-Discriminatory Clause. ~ 1t shall be unlawful for any retail
drug outlet to refuse to carry either by sale or by consignment, or offer for sale
drugs or medicines brought into the country THROUGH PARALLEL
IMPORTATION by the government or third party authorized by the government
and which have been previously approved for distribution or sale by the Bureau

of Food and Drugs. For this purpose, the said products shall be displayed with

equal prominence as all other products sold in the establishment.

SEC. 23, Section 38 of RA 9502 is hereby amended to read as follows:

SEC. 33. Section 6 of Republic Act No. 6675 is hereby amended to read as follows:

“SEC. 6. Who Shall Use Generic Terminology. - “(a) All government

health agencies and their personnel as well as other government

12
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agencies shall use generic terminology or generic names in all
transactions related to purchasing, prescribing, dispensing and
administering of drugs and medicines.

“(b) All medical, dental and veterinary practitioners, including
private practitioners, shall write prescriptions using the generic name
OF THE DRUG OR MEDICINE ONLY AND ITS BRAND NAME
SHALL NOT APPEAR ON ANY PART OF THE PRESCRIPTION. [The
brand name may be included if so desired.]

“(c) Any organization or company involved in the manufacture,
importation, repacking, marketing and/or distribution of drugs and
medicines shall indicate prominently the generic name of the product.
In the case of brand name products, the generic name shall appear
prominently and immediately above the brand name in all product
labels as well as in advertising and other promotional materials.

“(d) Drug outlets, including drugstores, hospital and nonhospital
pharmacies and nontraditional outlets such as supermarkets and
stores, shall inform any buyer about any and all other drug products
having the same generic name, together with their corresponding
prices so that the buyer may adequately exercise his option. Within
one (1) year after approval of this Act, the drug outlets referred to
herein shall post in conspicuous places in their establishments a list of
drug products with the same generic name and their corresponding
prices. .

“(E) There shall appear prominently on the label of a generic drug
the following statement: THIS PRODUCT HAS THE SAME
THERAPEUTIC EFFICACY AS ANY OTHER GENERIC PRODUCT
OF THE SAME NAME, SIGNED: BFAD.

SEC. 24. There shall be incorporated after Section 44 of RA 9502 a new section

to read as follows:

Sec. 40. QUALITY ASSURANCE OF DRUGS. - THE BUREAU OF FOOD
AND DRUGS SHALL TAKE THE NECESSARY STEPS TO ENSURE THE
SAFETY AND QUALITY OF DRUGS, WHETHER LOCALLY PRODUCED OR
IMPORTED AS PROVIDED HEREIN. BIO-EQUIVALENCE TESTING SHALL
BE MADE ON THE DRUGS LISTED IN THE ESSENTIAL DRUG LIST.

13
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SEC. 25. Section 45 of RA 9502 is amended to read as follows:

Sec. 41. Congressional Quversight Commitiee. - TO OVERSEE THE
IMPLEMENTATION OF THIS ACT, THERE SHALL BE CREATED A
CONGRESSIONAL OVERSIGHT COMMITTEE (COC) TO BE COMPOSED OF
THE CHAIRS OF THE SENATE COMMITTEES ON TRADE AND COMMERCE,
HEALTH AND DEMOGRAPHY, AND FINANCE, AND THE HOUSE OF
REPRESENTATIVES COMMITTEES ON TRADE AND INDUSTRY, HEALTH,
AND APPROPRIATIONS, AND TWO (2) MEMBERS EACH FROM THE
SENATE AND HOUSE OF REPRESENTATIVES WHO SHALL BE
DESIGNATED BY THE SENATE PRESIDENT AND THE SPEAKER OF THE
HOUSE OF REPRESENTATIVES: PROVIDED, THAT ONE (1) OF THE TWO (2)
SENATORS AND ONE (1) OF THE TWO (2) HOUSE MEMBERS SHALL BE
NOMINATED BY THE RESPECTIVE MINORITY LEADERS OF THE SENATE
AND THE HOUSE OF REPRESENTATIVES.

THE SECRETARIAT OF THE COC SHALL BE DRAWN FROM THE
EXISTING SECRETARIAT PERSONNEL OF THE SENATE AND THE HOUSE
OF REPRESENTATIVES COMMITTEES COMPRISING THE CQC.

SEC. 26. Section 46 of RA 9502 is amended to read as follows:

Sec. 42. APPROPRIATIONS FOR THE DRUG PRICE REGULATION
BOARD. ~ The amount necessary for the initial implementation of Chapter 3 of
this Act shall be charged against the current year’s appropriations of the DOH
and the DTI. Thereafter, such amounts as may be necessary for its continued

implementation shall be included in the annual General Appropriations Act.

SEC, 27. Section 48 of RA 9502 is amended to read as follows:

Sec. 44. Repealing Clause. - Sections 22, 61, 71, 72, 74, 76, 93, 94, 95, and 147
of Republic Act No. 8293, otherwise known as the Intellectual Property Code of
the Philippines; Sections 5, 6, 8, 11, and 12 of Republic Act No. 6675, otherwise
known as the Generics Act of 1988; and Section 25 of Republic Act No. 5921, as

amended, otherwise known as the Pharmacy Law, are hereby amended.
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All laws, decrees, executive orders, proclamations and administrative
regulations or parts thereof inconsistent herewith are hereby repealed or

modified accordingly.

SEC. 28. There shall be incorporated after Section 48 of RA 9502 a new section

to read as follows:

SEC. 45. EFFECTIVITY OF SECTION 33 OF THIS ACT. - THE
AMENDMENT TO SECTION 6(B) OF REPUBLIC ACT NO. 6675 REFERRED TO
IN SECTION 33 WHICH MANDATES THE MEDICAL, DENTAL AND
VETERINARY PRACTITIONERS, INCLUDING PRIVATE PRACTITIONERS,
TO WRITE PRESCRIPTIONS IN GENERIC NAME ONLY SHALL TAKE
EFFECT AFTER A PERIOD OF TWELVE (12) MONTHS FROM THE
EFFECTIVITY OF THIS ACT: PROVIDED, THAT, WITHIN THIS TWELVE (12)-
MONTH PERIOD, NO PRESCRIPTION SHALL CARRY THE WORDS “NO
SUBSTITUTION” OR A SIMILAR PHRASE.

SEC. 29. Implementing Rules and Regulations. ~ The Department of Health
(DOH) and the Department of Trade and Industry (DTI), in consultation with the
appropriate government agencies shall, within sixty (60) days from the effectivity of this
Act, prorﬁulgate the necessary rules and regulations for the effective implementation of

the provisions of this Act.

SEC 30. Separability Clause. - If any provision of this Act is declared
unconstitutional or invalid, the provisions not affected thereby shall continue to be in

full force and effect.
SEC. 31. Repealing Clause. - All laws, including Republic Act No. 9502, decrees,
orders, rules and regulations or other issuances inconsistent with the provisions of this

Act are hereby repealed, amended or modified accordingly.

SEC. 32. Effectivity Clause, - This Act shall take effect fifteen (15) days after its

publication in two (2) national newspapers of general circulation.

Approved,
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