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(Inelésure to DECS Opder No. 21, s. 1989)
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LB Nowa k53 : G | ;
RO NOw 10900 \

. Republio o the Philippinev

- ‘ CONGRESS OF THE PHILIPPINES

§ i Metre Manila

§3 Second Repular Session :

Begun snd held in Metro Menils, on Mondey, the twenty-=fifth
dav of July, wineteen mundreu and eightyeelght

[REPURLIC ACT WO €675
ANCACT TO PROMOTE, REQUIRE AND ENSURE THE PRODUCTION OF AN ADEQUATE
§ SUPPLY, DISTRIBUTION, USE AND ACCEPTANCE: OF DRUGS AND MEDICINES
- IDENTIFIED "BY ‘THEIR GENERIC NAMES

it enacted by the Benate and House of Revresentatives of the
Philippinesin Congress assenbled: §

.SECTION Ly Tiblevw IThis et shell be  known as the Gepericy hct
1988,

N SEC. 2. Statement of Folicy.- It Is hereby declared the poliey
Lonnfebhet Stat e \

To promote; encouraEe and require ths usge ©f generic terminology
oodnothe dmportationy manufaciure, distributicn, marketing, advertising
. cand promotion, prescéription and dispensing of drugs;

To' ensure the adeguate supply of drupgs ¥With generic hames at. the

 lowest possible cost and endeavor to make them aveilable for free
. toindigent patients: ‘

| To-encourage the extensive uge of drugs with generié nanes

. through a rationsl system of prosurement and distribution;

To emphasizce the scientific basis for the nume of drugs, in order
that health profedssionals may bedome Wore avare and cognizant of
their therapeuticreffectivenessy and L

Tospromote drug safedy by mininizing duplication in medications
and/or uwge of ~driugs with potentially adverse drug intersctions.

§ \ SEC.L 3y Deflnntlon of CTerme., s The following termy are herein

. \ﬁefin dofor purposes of this Act. :

A o

- (1) "Ceneric Name or Generic Terminology' is theé identification
off vdrugs and medicines by theilir scientifically and invernationally
recognized active dngredients or by their offieial géneric name as
codetermined by the Bureauw ol Food and Druwgs- ol the Departmentﬁ@f
Looiten Tt \ \ ‘

(2) MAetive Tnpgredient! is the chemical component responsible
forithe claimed therdpeutic effact 0of the pharmaceutical product.

ARSI Y & - r 3 £y TR iy A . W B . A Wt e S » Ly
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(L) "Drug Product™ is the Tinished product forn that contains
the active ingredientsy generally bBut not rHecessarily indassocisa
with - inactive ingyrediesnts:,

(5) "Drug Establishment' is any organization or company invol
in-the manufacture, importation, repacking and/or distribution o
drugs or medicines.

(6) "Drug Outlets" means druzstores, pharmacies, and any othe
business establishnents whith aell drugs or méedicines

(7) “"Ess Lﬂtlal Drugs. List" or "National Drug Formulary” is a
of ‘drugs. prepar and periodically updated Dby the Department of
on the bagis ol hualﬁh conditiong obtaining in- the Puilippinesi a
as-on internationally accepted eriteria. It shall congist of &
tist and a complementary List.

(&) "Core List' is a list of drugs that meets the heﬁlth care
needs of - the magjordity ol the populutlon.

(o) "Complimentary List" ds a list of slternative drugs used

there-is no response to. the core essential drug or whsn thefe is

hyporsensitivity . reaction to the core essential drug or when, for
reagon or another; the core essential drug cannot: be given.

(10) "Brand Name" i1¢ %the propriétary nsme ziven by the manufac
to distinguish fts product from those of competitors.

(11) "Generic Drugs™ are drugs not covered by patent protectio
which are labeled solely by their iunterpationsl nenzproprietary
geéneric name., ‘

SEC. huiThe Use of Generic: Terminology for Essential Drugs .a

Promotional Incentives. =(a) In the promotion of the generic name

for phaymnaceutical producte, sheadial conglderation shall be give
to drugs - and medicines which are included in the Psgential Drugs
to be prepared within one hundred eighty (180) days from approva
this Act and updated quarterly. by the Department of Health on th
bagis of health conditions obtaining in the Philippines as well
oninternaticnally seccepted criteriasy

(bY THe exclusive use of generic terminolozy in thée manufactu
marketing and sales of drugs and medic¢ines, particularly those i
Esgential Drugs List, shall be mpromoted through such a system of
ceentives ag the Board of Investihients Jointly with the Department
Health and other government agencies ws nay bPe authorized by law
ghall promulgate . in accordince with eX1sb1nw Taws, within oné hu
eighty (180) days after approval of this et

SEC. 5. Posting and Publication. ~ The Department of Health's
publiah annually in at least two (2) newspapers. of general circu
in. the Philippines the generic names, and the corresponding bran
pames under which they areé marketed, of all drugs and medicines
able iwsthe Philippiness

SEC. 6. Who Shall Use Generic Términelogy.. = (a) All governme
health agencies and theilr personnel as well as.other government
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agencies shall use generic terminelogy or generic names in:all
trangactions related to purchasing, prescribing, dispensing and
aduinistering . of diugs and nedicines.

e N AT T R e B T T R Y s e A BT T T g e e ey ey e e B IPy EEYTEN I

Yy

th
15

1




tiy

R

{e)

Inothe

tion

roinul g
OmPEny

rodiree

SlH0N

VLG

BECY

t

BanieEs

aining
werde

thd 4
ppo“ 5}

SN B

samportation, repackine
nedicines sha

Cprominen¥ Il ognd Jmmedlatciy
afiwellvags iy sdvertising

Shall inform any bayer
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Cperating in the PHilippines shall be reguired Lm Lrouu_h,
itstribute snd make available o the géneral publiec the medicine it
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%EC.'lE. Fenalty, - A)  Any person who shall wiclate Secticn 6(a)
ST ELH ) of EhAE At shall suffer the penalty sraduated hereunder, viu

Py

o

(a) for the first convietion, he- shall suffer the venalty af
reprimand which shall be officially recorded in the appropriate books
of the Professional Regulation Commission. \

(B) for the second conviction, the penaliy of fine in the amount

of fot Téass than twoothousand pesos (P2,000.00) but not exceeding
five thousand pesog (P5,000.00) at the discretion ol the court,

(oY ifor the third conviction, the penaliy of fine in the amouﬂt
gfonot  less bhan five thougand pesos (PS5, 000,007 but not excesding
ten thousand pesos (PL0,000.00) and suspension of his license eile)
practice his profession for thirty(30) days at the discretion of the
ot : '

(@) for the fourth and subfequent convietionsy the penalty of
fine of net leas than ten thousand pesos (F10,000.00) and suspen-
sion of -hig license to practice his profession for one year or

longer at the discretion of the court,

(BY Any juridical person vho violates Section la)y 6(a), T or 8
ghall suffer the penalty of a fine of not legs than Tive thousand
pesos (#5,000.00) nor more than ten thotgand pesds (P10, 000:00)
and © swspension ¢r revocation of - license toroperatessuch drug
sstablighmedt or drug owtlet at the discretion of the Court:
Provided, That its officers directly responsible for the viclation
shall Suffer the penalty. of fine and suspension oy vevovatidn ol
license to practice nrofesaion, LT applicable, and by imprisonment
s wEt LTess than six (6) months nor more than.one (1) vear or both
fine and imprisonment &t the discretion of the Gourt: and Provided
further, That 1f the guilty party is en alien, he ghall be lpsofactd
deported after service ol sentence without need ofofurther procesdings.

) The Secretary of Health shall have . the suthority. todmpose:
administrative danctiong such as sugpenslon ox cancellation 0f
license to operate or recommend suspension of license to practice
profegsion tothe Professionsl Regulation Commigsion as the case
may be for the violation of this Act.

SRCUOLEL T Separability Clause. « I any provision of this hAct
P declared invalid, the vemainder oy -any provision hereol not
affetted thereby shall remain in force and.sffect.

SEC L Repealing Clause. = The provisiong of any law, executive
ordery presidential decres or other igsuances inconsistent with
Fhis Act ave hereby repealéd or modified gocordingly.




Tt

SEC. 15. Bffectivisy.s This Act shall take effect fTifteen (15)
days after lts complete publication in the Official Gazetter or
two (2) newspapers of general c¢irculation:

Approved:
(SGD.) RAMON Vi MITRA (8GD.) JOVITO R, 'SALONGA

Speaker i of the Housge of Pregident of the Senate
Representatives f

Thig Act whieh is a congolidation of Senate Bill No. 453
and House Bill Noi 10900 was finally passed by the: Senate and
the House of Representatives on August 25, 1988 and August 31,
1988 respectively. \

(SGD.) 'QUIRINO ‘D, ABAD SANTOS, JR. (8GD.) EDWIN P. ACOBA
Secretary of the Howge ol Secretary of bhel Sepdte
Representatives

Approved: September 13, 1988

(SGD.) CORAZON ¢. AQUINO
President of the Philippines
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The task of guiding the iwplemeptation ol RoA. €675 shall be
andertaken principally Dby the Secratary of - Health with the
staff assistancs of the National Drug Policy Implementation

Toam created in A.0u

NeL a6, series 1988 which dig beaded by

the Assistant Secretary for Standards. snd Regulations. - The

varisus ounits ooin
recommendationg far

this staff shall  formulate draft
policy. ‘guidelines and operational

{nstructions on all o matters regarding the irmplementation of
R.A. 6675. These drafis shall be reviewed by the Executive

Committee for Hatlona
bw  approved bhyithe
effectivity.

1 Fieid Operations, All issvences shall

sry and disseminated prior to

S

In - the Srafting of vecommendations, the foliswing guidelines
ghall be observed:

6.1 Recommendations
implementable;
faedtitates. Lhe

B

grionld Be elear; reasonably
sonsistent with Jlegald provisions and
ement ot policy goals.

§.2 Sugaestichs, commantsoand sindlay ynputs fromooatiected
gg i i :
AEwe )l as dnterested i parties shouwid be o golicited and

cohsidered.
.3 o Discussions oin

meetings should be maximized.

Go4 Formulation of

chebrve stated deadlines and schedules, angd decisively

disposed.

Tmplementation by Fie

S 22

various committees,  conferehces and

guidelines  should progeed promptly,

14 Units of DOH

To ecarry out the rules and reciilations in dimplementing RaAs

6675, the following ©

7.1 The Regional Health

thely b

R
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Frigials are responsible:

f6y . al) agenciks under
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for wall agenciés under
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Duties and funetions

thelr supervisaon in ThEomrov

T3 Phe o Chigfe Dol Disteing
hespitals and Lﬂtwhmmwﬁ

T4 U The  City Health Offie
supervisicen inothe m\MRUL

ToR - The Chiefs of mational medical centerg, spacial vesearch
centers cand hy tals, regional medical ‘centers cand

reglonsd ohospitass and csardtariaodn otbeir  vespeclive

el it ubions

Pstdincothelr cregspactive

unity toanders i thelr

Ragaaped W le Ui {lalaly

Thea s oabole Dwentsensd soblicials resnongibhle o for s the
implementation of H.A. 6675 in their respective arsas of
jurisddetion shall pericrmeoothe following odutlies and
functions: \ :

8ot desue the necessary office orders and dnstroctions to
carry oult RUATISE IS based i on implenentation guidelines.

B Qradnizre andiwoltd e heir offivesand dnstitutions o

crassure compliancea by DOH - personyel \

gL Establtsnandlagtivate imeshanlems fevy - rpromoting.
sompidance o eldmdnating o barrders o OX diffioalties Lo
ueh compliance and imi%jw+inq sypportive activiies

g.4 Manage s thelr grganizations towar astave and o effective
shaervance of Jaws, ruler and regulations \ :

8.5 Recommend opropodale; modificationg Yo sxisting
inctructions and otherwidge give feedback en the
implementation \ \

BU6 Assune othel “mn“twwn ant responsibilities tThat may be
raguired in related dssuances :

Therapeutic Commitlens

Atoadl DOR f*@ld‘awpwcieﬁr arfherapeutic commitiee shall ba
srganized o assist tnpe head of agency in periorming Ris
tasks undayn thm& Grrdhaty

.1 Reguirement: o Therapeutic Commitiees shall be organized
st the Regional Heslth Offices; Provincial Health
Offices, District Heslth Offices, City Health ofiices,
special hospitals,  nationald medical wcenters, regional
medical centers, regional hospitals and sanitaria.. At

the Regional Wca*fh Offive. the Technical Committe for
Drugs jand  Medicine created under A.OL - No.o 28, sayies

1887 cshalld be anwmnvm and its o functions sbsorbed by

The Regionad Thmmmw@stuﬁ Committes.

- s ?nnmxwwnw" Teoguppertootothe cagency head, Therapeutic

Committess shall have the folleowing functions in support
of the agency head:

9.2.1  Baced on the DOE Drug Formulayry {F¥or Heospitals
and RHL's), regulerly maintain a  list, specifiec
in oeneric termincliogy,  8f the drugs that o the
aganey will reep onostooki use; buy or prescribe.




9022

9.2.3

9205

The list shall be limited to those items in the
DOH formulary. Anyoonew ocodtemoooutsdidethe
formulary should be recommended to the National
Drug: Committee for dnclusion dn the DO - formulary

before the agency can include such item. in its.
own o liets The list shall be regularly uvpdated.

and circulated to o orocurementoand supplv ounits,
pharmacies and medical statf of the agency. The
Therapeutic  Committee ehall  be respohsible. for
clarifving  any technical igsve regarding use of
generic terminology.

Based on the DOH Formulary, recommend drug
selection, utilization, procurement and stocking
policies.  Sueh policlies may intlude establishing
allocaticn eriteria dn o use of rescurces torx

different generic items of drugsy resolving

problems regarding drug availability and guality;
disseminating reliable drug information;
proposing omeawures Lo tadilitate gengric
presoribing “and dispersing: o insuring propsr and
egquitable distribution of drug supplies “within
the agency; identifying other similarx
Iinitiatives.

Evaluate and recommend appropriate action on:

al reqguests for inclusion or exclusion of any

drug product in the DOH formulary as well as
inthe agency drug list

bl reports of tadverse drug reasstions and other
incidents ‘related to safety, efficacy or
guality of drugs

c) use of agency rescurces for druyg products

On- the last matter. the Therapeuvtic Committess
shall be empovered to reguire budget and finance.
units to provide  data ghowing how mueh of the
agency -resources - are allocated to drugs and

medicines and other dntormation on prices;
products and ‘suppliers. :

Identity and define information, education or
training needs of the agency related to the

implementation of “RiA. 6675, the national drug
poelicy, pharmacological science; and rational
drugiuse In this regard, “the Therapeutic
Committee is instructed to specify their agency
needs for technical information  and  make
propesals @ for - raising the  level of knowledge,
altitudes and &killg Aeeded for effective
implementation of RA 6675,

Plan . an orderly, systematic and theroogh process

of “institutionalizino. rational druvg use: Sueh
plang sshould have dimmedizte, wedivm and long term

sdimensions. The plang should - target 100%

adoption of generic terminology in- procursment,
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1. Procurement of Drugs and Medigines

1.1 IR addition: oo existing regulastions on progurement,

R R

113

120 Prescribing and Orderping

drugs and meditipes o shall: be procured on the basis of
their generic use. fer o this o prupose, all heads of
agencies that procure drugs and wedicines from regular
budget, lowal aid or trust funds shall specify all drug

and wedicina s dtems s dns thely Jgeneric . nhames, ALl
documents relating too procurement and disbursement,

sUeh Aag RIV'e, Bid docuwments, purchase orders, vphohers
and others, shall specity drug product jtems in thelir
generic names.  This shall cover bobh regular as well as
smergency procuremant;  bidding as weldoag tanvassy \

Any issuve regarding generig terminclogy shall  be
resolved by ‘the Therapeutic Committes: Any - issue that
it cannot deeide shall be referred to the National Drug
Committea, Upon referral, the Therapeutic Committee can
adopt a temporaxy decision until action by the NDC.

AY1l DOH acenciss shall adopt generic specifications in

all procurement of Sdrugs and medicines effecrtive March
vLeeens
F) w prw

Procurement made on the bagis of gensric specifications
may  lead to purchase of druyg o products that are also

igentified by Brand Snames  provided price and
availability ‘vonsiderations  make tounaveidables In

sueh mases, products for a generic o ussa that o are also
identified by brand names may be kept cn stock provided
Fhat dte ddentification and use remainoexciusively -on
the basig of weneric specification.

12,7 ALY prescriptions and ordsrs for drigs and medicines in

DOB . facilities  shzll o be epecified  inoogeneric
terminology.. In all wrltten orders, the ganeiric name of
the drug'ts ective ingramdisnts shall  be stated: wnile
initially brand names may also be added, aventually ‘all
srders shall use generic names sxlusively.

Each  DOR o sgeney Lshalloget . a i date no -later than
Mareh 1, 1988 for the effechivity of mandatory generic
prescribing dnsthat agenty. [ Prior to surh.date, generic
prescviding oghall. - be introdiced, promoted . and
encourdged. Information shalldobe provided to. all
sontcerned cso o othal generic prescribing oan obe
facilitated.  On the date for stasrting mandatory generic
prescribing, there should Dbe launching activities to
bring the degigion to the attention ol profesgionals and
the public.

A11 DOH agencies shall report not later than Decemberx
30, 1988 the date mandatory generic prescribing will
start in bhe agancy. '

By
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Dispensing and Administering

All persons and units that dispense @xugﬁ and m@dim%@%%
in DOB agencies lphagmacies, clinlcs, pth@y service
sutlets) ghall adept and pracltice genarlic dlapmmgmpg}
i.e. filling doctor's prescriptions and orders on ;be
Basis of the specified oeneric pame of ~the aa?mfa
ingredient, dose level, dosaae fgrm and dﬁllvﬁﬁﬁ‘mQQ?-
1f no drug preparation is avatlable @m\mmmmky with mhaﬁ
wag prescribed, the prescribing physician shall be dqu
{nformed o that the prescription. can be ehanged o one
that can be filled.

Alldied medical and nursing evalf o oan hospitals, healih
penters o and Cbhealibh oestationsooshall oo uselgenerac
terminodogy dn patient charte and all drugs and

B cTeal
records.
Ugen el fectavityo ol mandatory. Qeneric prescribing;
mandatory generic dispensaing shall alst take effect:
Allirage e ies o Eghatlodulvoaadnformoa ko patients.owhen

generically dispensing to aveid wmisunderstanding.,

Branded products ey be dispensed and used provided such
ig based oon oooprovidang othe Usame ogeneric active
ingredient as wall as zams dose, formo and delivery mode
gpecifiied dAn the prescripiion: 3

. S

g Pubdic Information

g
A

o
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1403

All theads ol agencies ghall take the necegsary and
suffdcient staps Yo inform the public about mezsures to

implement RUA. 6675% and the rationale for these
measures.

Whenaveyr public coniplaints arise, the headg of agencies
shaldl take action Yo resolve such complainty within

the “meand availabile  while cobserving orules  and
regulations.

Tha Pubdig Information and bBealth EBEducation Ssrvice at
the central office shall ‘produce angd disseminate
informaticnal wmaterials negessary toodinform the public
enthese matters, Alloagengies are authorized to
reproduce these materials for public distribution. - All
agentlies &are encouraged totransglate, reunmarize,
excerpt oy adapt materiawls from PIHES aside from
geveloplhyg theix ownimaterisls. Copies of o all
informational materials developed by:field agencies on
thedr own shail be sent to PIRES for information,

Profeseional Promotion

TR Heads of agencies, assisted by their respsetive
Thearapeutic Commatises, tahall plan andiundertake

promotional agtivities o oamong o DOR personnel;




partdcularly physicians and
activities sbould als Mlmrify
the s law cand CUhe dmplementing
explain the reasons for generic
gl answer o the mogt foommon
apprehensions and complaints.

150 Thée -eantral  stail Loy (NDE amp

RS Y SioR= o T hege

tha provigions . of
regulations;

i

F

vames I dragiuse;

miginformatidn,

Tementation shall

organide and deploy well gualified resourse

persong. for Clectureg candooe
implementation: Ayengiesiimay
thelr promotisnal agtivities thre
the Assistant - Secoxetary for
Regulations,

gminars . on . NDP
attesE T Ehege for

sughothe office of

Qtandards and

15,3 - PIRES shell procure and produce the negessary
technical creferendes for cbthe use ol Therapeutic

Coammitiees: Thege shadd erdl
Coommittess in due s oonrdes

16. Centyral Office Support and Monitoring

Etributed oo all

16.1 211 communications regarding the implementation of this

srder ehal i beresureed to Cthe Taffiice

of the Bssistant

Secretary for Standards and Regulaticensiy o Onothe basils

of the progress or problems, adeguate
groaseistange shall e oextended.

guddance, support
The principal

yegponsibility, ‘however, remains with the heads of

agency and their super
DOHL

Y6.2 NDP Compliance @fﬁia@r% ehalloddentify areasy both

geographic and

are noted. In
what support is
sharing technical
ghall  Be Jestablished by oithe  Assisty
Standards and Regulatlong.

W e
Cringn

axpectady

17. Violations

Repeated or substantial violations of thi
regarded as  violatlons ol administrative

Chres 3R ERe s ehayn ot command ol

hnical weaknesses
dations regarding
N omeshanism ofar

surees - in pharmacy and pharmacodogy

"t Regretary for

goarder shall be
diseipline under

Presidentlal Decree 807. - Subject personnel shall be liable

to administrative actlion inaddition té p
coocfer By RoAL6ETS.

18 Bffectivity.  These vules and regulations
after {ts o publiraticon in the official g

enalties provided

sRall take effect

gazette, 0r 1in &

newspapers of general ocirculation and shall  supersede all

Isgvanhrves irncongistent thereni:

' g“x 'r{_
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