
MALACAJ'lANG 
MAN LA 

EXECUTIVE ORDER NO. 175 

FURTHER AMENDING REPUBLIC ACT NO . .3720, eNTITLED "AN ACT TO ENSURE THE 
SAFETY AND PURITY OF f'OODS , DRUGS, AND COSMETICS BE:ING MADP. 
AVAILABLE TO TilE PUBLIC BY CREi\TlNG THE FOOD AN I) DRUG ADMINISTRATION 
WlllCH SHALL ADM INISTER AND ENFORCE THE I,AWS PERTAINING THERETO", AS 
AM EN D.IW, AND FOR OTHER PURPOSES. 

WHER8AS, it is S tate policy, under Article II, Sect ion 15, of t he 1987 Constitution to 
"protect and promote the right to hea lth of the people and instill health consciousness 
among them"": 

WHER~AS, the 1987 Constitut ion also provides, in its Article Xnl, Section 12, Lhat: 
"The State shall establish and maintain an effective food and drug regulatory system 
and underta ke appropriate health manpower development and research, responsive to 
t he c;ount ry·s health needs and problems"" ; 

NOW, THEREFORE, I, CORAZON C. AQUINO , President of the Philippines, do hereby 
order: 

SECTION l. The tit le of Republic Act No. 3720 is hereby amended to read as follows: 

""An Act To Ensure The Safety and Purity of Foods and Cosmetics, And The Purity, 
Sa fety , t::fficacy and Quality of Drugs and Devices Being Made Availa bll! To The 
Public, Vesting The Bureau of Food and Drugs wilh Authority To Administer and 
Enforce the Laws Perta ining Thereto. and For Other Purposes" 

SECTION 2. Section 1 of Republic Act No. 3729 is hereby a mended to read as follows: 

··se:crJON I. This Act shall be known as the Foods, Drugs and Dt!vices, and 
Cosmetics Act." 

SECTION 3. The headnote of Chapter !1 of Republic Act No. 3720 is hereby amended to 
read as follows: '"Decla ration of Policies"" and Section 2 thereof is likewise 
amended follows: 

"SECTION 2 . The State policies as ern bodied in Article II , Section 15 of Lhe 1987 
Const itution, that: "The State shall protect and promote 1 he righ 1 1:0 health of 
t he people and inst ill health consciousness among them: and in Section 12, 
Article Xlll of the 1987 Constitution, that: '"The State shall establish and 
main ta in an erfective food and drug regulatoty system and undertake 
appropriate health manpower development and resea.l'ch, responsive to t he 
coun try's heaJLh needs and problems are iterated . ' 

SECTION 4. Section 3 of Repu blic Act No. 3720 is hereby amended to read as follows: 

··sECTION 3. Jn the implementation of the foregoing policies, the Government, 
through the [)epastment of Health, shall, in accordance with t he provisions of 
this Act: 



a. Establish standards and quality measures for foods, drugs and devices and 
cosmetics. 

b. Adopt measures to ensure pure and safety supply of foods and cosmetics, 
and pure, safe, efficac ious and good quality drugs and devices in the 
country. 

c. Adopt measures to ensure the rational usc of dr ugs and devices, such as, but 
not limited to, banning, recalling or withdrawing fi'Om the market drugs and 
devices which are not registered, unsafe, inefficacious or of doubtful 
therapeutic value, the adoption of an officia l National Dn1g Formulary, and 
the use of generic names in the l<>beling of drugs. 

cl . Strengthen the Ru reau of Food and Drugs." 

SECTION 5. Section I 0 of Republic Act No. 3720 is hereby amended to rllad as follows: 

"SEC1'lON I 0. For the purpose of this Act, the term: 

a) "Bureau· means the Bureau of Food and Drugs. 

ij "Drugs" means (I) articles recogn ized in the current official United St.ai:<:s 
Pharmacopoeia-National Formulary {USP-NF), official Homeopathic 
Pharmacopoeia of t he United States. official National Drug Formulary, or any 
supplement to any of them: and (2) articles intended for use in the diagnosis, 
cure, mitigation, trcatm;,nt, or prevention of disease in man or other animals; 
and {3) articles (other than food) intended 10 affect the structure of any 
fw1ction of the body of man or animals; and (4) articles intended for use as a 
component of any a rticles specilied in clauses (1), (2}. or (3) but do not 
include devices or their components, parts or accessories. 

l) ''New drugs" mean: 

( 1) any drug the composition of which is such that said dntl\ is not 
generally recognized among experts qualified by scientific training and 
experience to evaluate the safety, efficacy, and quality of drugs as 
safe, efficacious and of good quality for use under th<' conditions 
prescribed, recommended, or suggested in the labelling thereof. 

(2) Any drug the composition of which is such that said drug, as a result 
of previous investigations tO determine its safety, efficacy and good 
quality for use under certain conditions, has become so recognized 
but which has not. otherwise than in such investigations. been used 
to a material extent or for <l materi al time under new conditions. 

(3) •· New drugs' shall include drugs (a) containing a newly discovered 
active ingredient; (b) <:ontaining a new fJ.Xed combination of drugs, 
either by molecular or physical combination; {c) intended for new 
indications; (d) in an additiona l new mode of adrninistrauon; or (e) in 
an additional dosage of strength of th<~ dosag(: form, which meets the 
conditions as defined unde r the new dmg. 



The definition of "new drugs' co,•ers, to the extent applicable, "new 
devices." 

SECTION 6 . Section 10 of Republic Act No. 3720 is hereby amended by adding there to 
the following subsections: 

o) "B atch'" means a quantity of any drug or clevice produced during a given cycle 
of manufacture. 

pj ''Batch number" means a designation printed on the label of a drug or device 
that identifies the batch, and permits the productions history of the batch 
including all stages of manufacture and control, to be traced and reviewed. 

q) "Director" means Director of Bureau of Food and Drugs. 

r) "Dis t ribute" means the delivery or sale of auy drug or device for purposes of 
distribution in commerce, except that such term does not incl~tde a 
manufacturer or retailer of such product. 

s) "Exp iry or expira t ion date" means lhe dale stated in the label of a drug or 
device after which the drug is n0 t expected to retain its claimed safety, 
efticacy and qua lity or potency o•· after which it is not permissible to sell the 
drug. or device. 

t) "Export- rn(,ans to bring out of the Philippines by sea, land, or air. 

u) "Import:' means to bring into the Philippines by sea, land, or air. 

v) "Ma nuf acture" , in relation to a drug, or device where applicable, means any 
and all operations involved in the production of a drug or device including 
propagation, processing. compounding, ionnulation, filling packing, 
repacking, altering, ornamenting, finishing and labeling with the ends in view 
of its storage, sale or dist ribution; Provided, that the term shall not apply to 
the compounding and filling of prescriptions in drugstores and hospital 
pharmacies. 

w) "Ne w vet erinary drugs" means drugs inlcnded for use of animals including 
any drug intended for usc in animal feeds but not including animal feeds 
within the contemplation of the implementing rules and regulations. 

SECTION 7. Section 1 1 Republic Act No. 3720 is hereby amended to read as follows: 

"S£CT!ON ll. The following acts and the causing thereof are hereby prohibited: 

(a) The manufacture, importation, exportation, sale, offering ror sale , d istribution or 
transfer of any food, drug, devic~ or cosmetic 1·hat is adulterated or misbranded. 

(b) The adulteration or misbranding of any food . drug, dt~vice, or cosmetic. 

(c) The refusal 1.0 permit entry of inspection as authorized by Section twenty-seven 
hereof or to allow samples to be collected. 



(d) The giving of a guaranty or undertaking referred to in Section twelv<• (b) hereby 
which guaranty or undertaking is false, except by a person who relied upon a 
guaranty or undertaking to the same effect signed by, and containing the name 
and address of, th<· p<'rson residing in the Philippines from "'hom he received in 
good faith lh" food, drug, device, or cosmetic or the giving of a guar11nty or 
undertaking referred to in Section twelve (b) whic:h guaranty or undenaking is 
false. 

(C) Forging, counterfeiting. simulating. or falseb represcmmg or without proper 
authority using an) mark, stamp, tag, label. or other identification device 
authorized or rt'quirt'd by regulations promulgated under the provis1ons of this 
Act. 

(I) The using by any p<'rson to his own advantage, or revealing, other than 10 I he 
Secretary or officers and employees of the Depanmem or LO the COllrts when 
relevant in any judil"ial p roceeding under this Act, any information concerning 
any method or procc~s which as a trade sCCI'('I is entit led to p rotection. 

(g) The alteration. mulllat10n, destruction, obliteration, or removal of the whole or 
any pan of the labeling of, or the doLng of any other act "ith respect to, a food, 
drug. device, or cosmetic, 1f such act is done while such article is held for sale 
(whether or not the first sale) and results in surh article being adulterated or 
misbranded. 

(h) The use, on the labeling of any drug or in an) advertising relating to such drug. 
of nny representation or suggestion iht>t an application with respect to such 
dntg is effective under St:ction twenty-one and twcmy-onc-B hereof, or that such 
drug complies with the provisions of such SCt'tions. 

(i) The use, in labeling, advertising or other sales promotions of any rcfcrcnc<' to any 
report of analys1s furnished in compliance With Section twenty-six ht'reof. 
SECTION 8. Secuon II of Republic Act No. 3720 is hereby amended by adding 
thereto the followmg subsections: 

UJ The manufacture, importation, exportation, salt·, offering for sale. distribution, or 
transfer of any drug t)r device which is no! registered with the Bureau pt~rsuam 
w this Ac t. 

k) The manufacture, Importation, exportation, salt•, offt:ring for sale, distribution, or 
u·ansfer of ar~y drug or device bv any person without the license from the 
Bureau required under this Act. 

I) The sale or offering for sale of any drug or de,~ce beyond its expiration or expiry 
date. 

m) The release for sale or distribution of a batch of drugs without batch certi fication 
when required uncler Section twenty-two hereof.' 

SECTION 9 . Section 12 of Republic Act Ko. 3720 is hereby amended to react as follows: 

"SECT[ON 12. (a) Any person who violates any of the provisions of &<:lion eleven 
hereof shall. upon conviction, be subje<'t to irnpnsonment of not less than one 
) car but not more than live years, or a fine of not less than fi\'e thousand pesos 



but not more than ten thousand pesos, or bo th such imprisonment and fine, in 
the discretion of the CourL. 

Should the offense be committed by a juridical person, the Chainnan of the 
13oard of Directors, the presidem, general manager, or the parlncrs and/ or the 
persons ctirectly responsible therefor shall be pcnal i~d. 

(b) No person shall be subject to the penalties of subsection 
(a) of this section (1) for having sold , offered for salt! or transferred any anide 

and delivered it, if such delivery was made in good faith, unless he refuses 
to furnish on request of the Bureau or an officer or employee duly 
designated by U1c Secretary, the name a nd address o f the person from 
whom he purchased or received such article and copies of all documents, if 
any there be, pertaining to the del ivery of the article to him; (2) for having 
violated Section 1 1 (a) if he established a guaranty o r undertaking signed 
by, and containing tl1e name and address of, the person residing in the 
Phil ippines from whom he received in good faith the article. or (3\ for having 
violated Section eleven (al, whe•-e the violation cxis1s because the article is 
adu lterated by reason of containing a color ot her than the permissible one 
under regulations promulgated by the Secretary under this Act, if s uch 
person establishes a guaranty or undertakjng signed by, and containing the 
name and address, of the manufacture r of the color, to t he effect t hat such 
color is permissible, under applicable regulations promulgated by the 
Secretary und{:r this Act .' 

SECTION 10. Section 18 of Republic Act No, 3720 is hereby amended to read as 
follows: 

"SECTION 18 . A drug or device sha ll be deemed to be adulterated: (a) (1) If iL 
consists in whole or in pa ri. of a ny mthy, putrid, or decomposed subs wnce which 
may effect its safety, efficacy or good quali Ly; or (2) if it has been manufactured, 
prepared or held under unsanitary conditions whereby it may have been 
contaminated with d irt or filth or whereby it may have been rendered injurious t.o 
health ; or (3 ) if it is a d rug or dcviGe and its container is com posed, in whole or in 
part, of any poisonous or deleterious substance wl1ich may render the contents 
injurious to health; or {4 ) if it js a drug and it bears or contains, for purposes of 
coloring only, any color other than a permissible one as determined by the 
SecretaJ-y, taking into consideration s tan dards of safety, efficacy OJ' good quality. 

b)lf it pu rports to be or is represemed as a d rug the name of which is recognized in 
an official compendium, and its s t rength d iffe rs from, or its safety , efficacy, 
q uality or pu rity falls below l.he standards set forth in such compendium, except 
thtil whenever tests or methods of a ssay as arc prescribed are, in the judgment of 
the Secretary, insufficient for the mal<ing of such detem1ination the Secreta1y 
shall promulgate, upon recommendation of tlle Director, regu lations prescri bing 
appropriate tests or methods of assay in accordance with wh ich such 
determination as to strength, safct.y, efficacy, q uality or pur ity shall be made. No 
d rug defined in an official compendium shall be deemed to be ad ulterated under 
this paragraph because it differs from the standards of s tTength, safety, efficacy, 
quality, or purity therefor set forth in such compendiu m, if its d ifference in 
strength, safety, efficacy , quality or pu rity from such standards is p la inly stated 
in its label and approved for registration as such. 



c) If it not subject to the provisions of paragraph (b) and its strength dtiTers from, or 
its efficacy. quality or purity falls below, that which it purports or is represented 
to possess. 

<l) If it is a drug or device and an~· substance has IJcen mixed or packed therewith, 
or Rny substance tho.t has been substituted wholly or in part thereof. so as w 
reduce its safety, efficacy, quality, st1·engtJt or purity. 

c) If the methods used in, or in the facilities or controls used for its manufacture or 
holding do not conform to or are not operated or administered in conformity with 
current good manufacturing practice to assure that such drug meets the 
requirements of this Act as to safety q uality and efficacy, and has the identll~ 
and strength, and meets the quality and puril) c:haracteristics, which it purports 
or is represented to possess." 

SECTION 11. Section 19 of Republic Act No. 3720 is hereby a mended to read as 
ronows: 

"SEC'flON 19. A drug or d<.'vtcc shall be deemed to be misbranded:-

a) if its labeling is false or misleading in any particular. 

b) If it is in packaged fonn unless it bears a la!xl containing (1) the nam<" and 
place of business of UlC manufacturer. •mportcr, packer, or distributor: (2) an 
accurate statement or the quantity of the contents in terms of weight, measure, 
or numerical count: Provided, that reasonabl<: vnnations shall be pcrmitt<:d and 
excmpucms as to small packages shall be established by regulation>~ prescribed 
by the Secretary. 

c) If any word, statement, or other information required by or under authority of 
this Act to appear on the label or labeling is not prominently placed thereon witl1 
such conspicuousness (as compared wtth other words, statements, designs, or 
devices, in the labeling) and in such tenns as to render it likely to bc read and 
understood by the ordinary individual under customal)' condiuons of purchase 
and use. 

d) If it is for use by ma11 a nd contains a ny quant ity of lJ1c narcotic or hypnotic 
substance alpha -eucaine, barbituric acid, bctf~-t•ucai ne, bromnl, cannabis, 
carbromal. chloral, coca, cocaine, co.deine, heroin. marijuana, morphine. opium 
paraldehyde, peyote, or sulfonmethane: or any chemical dcrivat•ve of such 
substance, whic-h derivative has been recommended by the Secretary, after 
mvc<>ligation, and by regulations. designated as, habit forming: unless 1ts label 
bears the name, and quantity or proportion of such substance or dcrivath'C and 
in juxtaposition thcrE'with the statement Warning- Ma) be habit forming." 

c) If it is a drug and is not destgnatcd :;olely by n name recog_mzed man offici~ I 
compendium unless its label bears ( l) the common or us ua l name of the drug. if 
such there be; and (2) in case it is fabricat<'d rrom two or more ingredients. the 
common or usual name or active m~Tedient, including the quantity, kind. ond 
proportion of any alc-ohol, and also includmg whether active or not, the name 
and quantit~ or proportion of anv bromtdes, ether, chloroform, acetanilid, 
acetophenetidin. amidopyrine, antipyrine, atropine. hyoscine, hyosc)amtne. 
arsenic, digitalis. digttalis glycosides, mercury, ouabain. strophantm, 



strychnine, thJroid, or any derivative or preparation of any such substances, 
contained therem: Provided, that where compliance with this paragraph is 
impracucablc, exemptions shall. upon recommendation of the Director. be 
established by regulations promulgated by the Secretary. 

~ Unless its labelling bears ( 1) adequate direct i011s for usc; and (2) such adequate 
warning against U6<' in those pathological cond it ions or by children where its 
us<: may be dangerous to health, or against unsafe dosage or method& or 
duration of admin istration or application, in such manner and form, as are 
necessary for thc protection of users: Provided, that where any requirement of 
clause (I) of this paragraph, as applied to am drug or device, is not ne<:essary 
for the protecuon of the public health. the Secreta~ shall. upon 
recommendation of the Director, promulgate regulations exempting such drug or 
de,•tc<: from such requirement. 

g) If it purports to b<' a drug the nam e of whtch ts n:<:Ogn ized in an official 
compendiu m, unless it is packaged and labclccl us prescribed therein: Provided, 
that t he method of packing mny be modi lied wi th the consent of the Secretary. 

h) If it has been found by the Secreta~· to be a drug liable to detcriot·ation, unless it 
is packaged in such from and manner. and its label bears a statement of such 
precautions, as the Secretan· shall be regulations require as necessary for the 
protection of the public health. 

i) (1) If it is a drug and its container is so made, formed, or filled as to be 
misleading: or 
(2) It if is an imitation of another drug; ot· 
(3) It if is offered for sale under the name of <.lnOther drug. 

j) If it is dangerous to health when used in the clos<~ge, or with the frequency of 
duration prescribed, recommended or suggested in the labelling thereof 

k) If it is, or purports 10 be, or is represented as a drug composed who!!) or partly 
of any kind of pentcillin, cephalosponns. ammoglycosides. tetracyclin<'. 
chloramphenicol, erythromycin. or any other antibtouc drug, or anv derivative 
thereof, un less ( 1) it IS from a batch with respect to whtch a certificate of release 
has been issued pursuant to Section twenty-two (a) and (2) such ccrt ilicate of 
release is in effect with respect to such drug: Provided. that this pat·agraph shall 
not apply to any drug or class or drugs exempted by regulations promulgated 
under section twenty-two (a), (b) and (c)." 

SECTION 12. Section 20 or R('public Act No. 3720 18 hereby amended to read as 
foi!O\\S: 

SECTION 20. (a) The S<-cretary is hereby directed tO promulgate regulauons 
exempting from any labelling or packaging requirement of this Act drugs and 
devices which are. in accordance with the practice of the trade, to be processed. 
labeled, or repacked in substantial quanti I i('8 a l establishments other than those 
where originally proces~cd or pack<:d, on condition that such drugs ~1 nd d<"vices are 
not adulterated or misbranded under the provisions of th is Act upon removal from 
such processing, labeling or repacking establishm~nt. 

(b) (I) Drugs intended for usc b) man which: 



!\. are habll fonning; 
B. because of their toxicity or oth er potentiality for harmful effect, or the 

method of th<'lr use is not safe for use except under the supeJVision of 
practiuoncr licensed by law to administer such drug; 

C. arc, new drugs whose applications are limited to investigational usc; shall 
be dispensed 011ly (1) upon a written prescription of a practi tio11er licensed 
by law to administer such clrug, or (2) u pon an oral prescription of such 
practitioner which is reduced promptly to writing and filled by the 
pharmacist. or (31 by refilling any such written or oral prt!script ion if such 
refilling is authorized by the prescriber either in the original prescription 
or by oral order which is reduced promptly to writing and filled by the 
phannadst The act of dispen,;ing a drug contrary to the provistons of thts 
paragraph shall be deemed to be an act which results in the drug being 
misbrrutdcd while hf.'ld for sale. 

(2) Any drug di;,pensed by filling or refilling a wrinen prescription of a 
practitioner licensed by law to administer by law to administer such drug 
shall be exempt from the requirement of Section nineteen, except 
paragraph~ (a), (i)(2) and (3) and lhc packaging requirements of paragraphs 
(g) and (h). if the drug bears a label containing the name a nd address of the 
dispenser, the scri;o l number and date of the prescription or its filling, the 
name of the prescriber. and if stated tn the prescripuon the naml' of the 
patient. and the direcuons for use and cautionary statements. if any. 
contained m such prescription. 

(31 The Secretarv rna~· be regulation removed drugs subject to Sccllon nineteen 
(d) and Sections tw<!nty-one and twenty-onc-B from the requirements of 
subsection (b) (I) of I his Section, when such requirements are not 
necessary for the protection of the public health. 

(41 A drug which is s u l.>jcct t.o subsection (b) ( J) of this Section shall be deemed 
to be rnisbrandl'd if at any time prior to dispensing, its label fai ls tO bear the 
statement ' Caution· Poods. Drugs a nd Devices, and Cosmetics law 
prohibits dispensing without prescription." f\ drug to" hic-h subsection (b) 
(10 of this Section does not apply shall be dc<·med to be misbranded if at 
any time prior to dispensing. its label bears the caution statement quoted in 
the preceding S<'ntcnce." 

SECTION 13. The headnote "Nr;w DRUGS" before Section 21 hereof i~ hereby amended 
to read a~ follows: "UCENSING AND REGISTRi\TION." SECTION 14. 
Section 2 1 of Republ ic Act No. :1720 is h<:reby amended to read as 
follows: 

"SECTION 21. (a) No person shall manufacture, sell, offer for sale. import. export, 
distribute or transfer any drug or de,~ce. unless an application filed pursuant to 
subsection (b) hereof is cffccth·e ";th respect to such drug or device. b) An} person 
may file with the Secretary, through the Bureau. 1\n application under oath with 
respect to any drug or device subject LO the provisions of subsection (a) hereof. Such 
persons shall submn to the Secretary through the Bureau: (l) full reports of 
investigations which have been made to show whet her or nol such drug or device is 
safe, efficacious and of good quality for use based on clinical studies conducted in 
the Philippines; (2) n full li!lt of the articles used as components of such drug or 
dc,·icc: (3) a full l:ltatement of me composit10n or such drug or dr:vitt:: (4) a full 
description of the methods used in a nd th<· facilities and controls used for the 
manufacture of such drug or device; (5) such samples of such drug or device and of 
the articles used as components thereof as the Secretary· may require: (6) specimens 
of the labeling proposed to be used for such drug or device; and (7) such other 



requirements as ma) be prescribed by regulations 10 ensure the safet), efficacy and 
good quahl) of such drug or device. 

a. Within one hundred and eighty days after the filling of an application under this 
subsection, or such add itional period as may be agreed upon by the Secretary 
and the applicant, the Secretary shall cithc:r • (I) approve the applic-ation if he 
then finds that none of the grounds for denying approval spccilied in subsection 
(d) applies , or (2) give the applicant notice of an opportunity for a hearing bdore 
the Secretary under subsection (d) on the qu<'stion whether such applwation is 
approvablc. 

b. If the Se<:retarv finds. after clue notice to the applic.:ant and g~vmg hun an 
opportunity for a hearing, that (I) the reports of the in,·estigations whtch are 
required to be submitlcd to the Secretary pursuant to subsection (b) hl'reof, do 
not include adequate tests by all methods reasonably appl icable to show 
whether or not such drug or device is safe, efficacious and of good quali ty for 
use under 1 he cottditious prescribed, recommended, or suggested in the 
proposed labelling the reof; (2) the results of such kst show that such drug or 
device is unsafe, ineflicacious or of doubtful therapeutic value for usc under 
such conditions or do not show that such drug or device is S<Jfe, efficacious or of 
good quality for us<· under such condillons; (3) the methods used in. and the 
facilities and controls used for the manufacture of such drug or dc,'ice are 
madequate to preserve 1ts identit), strength, qualit) and purity; or (4) upon the 
basis of the information submitted to lum as part of the application, or upon the 
basis of any other information before htm with respect to SU(:h drug or device, he 
has insufficient in forma tion to determine whether such drug or devtcc is ~afe. 
efficacious ot· of good quality for use under 11uch conditions: or (5) evaluated on 
U1e basis oft he information submitLed to him as part of the application, and any 
other inlormation before him with respect to such drug or device. there is" lack 
of substantial evidence that the drug or device will have the effect it purports or 
is represented w have under the condit•ons of use prescribed. recommended, or 
suggested in the proposed labelling thereof: or (6) based on a fair cvaluatton of 
all material facts. such labelling is false or misleading facts. such labelling is 
false or misleadin~ in any particular ; he shall issue an order disapproving the 
apphcation. 

c. The effectiveness of an a pplication with respect to any drug or device shall, Afu~r 
due notice and opportunity for hearing to the opplicant, by order of the 
Secretary be susrwnded if the Secretary tincts (I) that clinical experience, tests 
by new methods, or tests by methods not deemed reasonably applicable when 
such application became effective sho" that such drug or de,'ice is unsafe or 
ineffective for US<' under the conditions used upon the basis of which the 
application contains any untrue statement of a material fact The order shall 
state the findings upon which it is based. 

d. The Secretary shall promulgate regulations for cxcmpung from the operation of 
this section drugs and devices intended solely for investigational usc by experts 
qualified by scientific training anti experience to investigate the sofety and 
effectiveness of drugs anti devices. 

c. The procedure hcrdn prescribed applied likf'"ise to "new veterinary drugs · 

SECTION 15. New sections 10 be known as Sections 21-A, 21-B and 21-C arc hereby 
added to Rcpu blic Acr No- 3720 to read as follows: 



SECTION 21-A. No person shall manufacture, sell, offer for sale, import, export. 
distribute or transfer any dn1g or device without first securing a license to operate 
from the Bureau after due compliance with technical requirements in accordance 
woth the r ules nnd regulations promulgated by tlw Secretary pursua11 t to this AcL 

"SECTION 21 -B. No dn1gs or· device shall be manufactu red, sold. offeo·ed for sale, 
imported, exported, distributed or transferred, unless register·ed by the 
manufacturer, importer or distributor thereof m accordance with mles and 
regulations promulgated br the SccrelaJ) pursuant to this Act. The provosoons of 
Section 21 (b), (d) and (c), to the extent applicable, shall govern the regostmtion of 
such drugs and dt'vo<:cs. 

'SECTIO:\ 21-C. The Sccrctary shall promulgatt• n schedule of fees for the issuance 
of the certificate of product registration and the license to operate provided for 
under Section 2 1, 21 A, and 21-B." 

SECTION 16: The ti ll<: of Chapter IX Republic Act No. 3720 is hereby amended to n~ad 
a:; follows: 

''Certification of Drugs Containing Antibiotics• 

SECTION 17. Section 22 of Republic t\ct No. 3710 IS hereby amended to read as follows 

SECTION 22. (a) The Secretary, pursuant to regulations promulgated b~· h1m, shall 
prov1dc for the certification of batches of drugs composed whollv or 
p:~rtially of any kind of antibiotic. A batch of such drug shall l)(' ''"rtified 
is such cl•·ug hns such characteristics of identity, strength, quality and 
purity. as the Secretar) presc ri bes in such regula lions as necessary 
insure adequately and efficacy of usc and good qualit), but shall not 
otherwise b<' certified. Prior to the e(Tecti,•e date of such regulations the 
Secretary, in lieu of certification, shall issue a release for an_y batch 
which, in h1s JUdgment. may be released without risk as to the safety and 
efficacs of its use. Such release shall prescribe the date of •ts expiration 
and other conditions under which it shall cease to be effective as to such 
batch and as portions thereof. For purpos<'s of this section and of Section 
nineteen (k) . 1 he term "antibiotic drug" means any drug intended for use 
by mHn containing any qu'ln ti ty of a.r1y chcm1caJ substance which ts 
pf()duced by a mic•·oorganism and which has the capacity to inhibit or 
destroy rnkroorganisms in dilute solution (including the chemically 
synthcsozecl equl\'alem of any such substance). b) Whenever in the 
judgment of the Secretary. the reqturements of this section and the 
Section noneteen (k) with respect to any drug or class of drugs arc not 
necessary to msure safety and efficacy of use and good <tuality, the 
Secretary shall promulgate regulauons exempting such drug or class of 
dmgs from such requirements. c) The Secretary shall promulgat~ 
regulutions exempting from any requirement of this sctt ion nnd Section 
nineteen (k). (I ) d rugs which are to be stored, pr<>cessed, labelled. or 
repacked At <'~tnblishmems other thnn those where manul:wtur<•d, on 
condition that such drugs comply with a ll such requirements upon 
removal from such establishments; (2) drug:; which conform to applicable 
standards of identity, strength, qualitv, and purity prescribed by these 
regulations and arc mtcnded for use m manufacturing other drugs; and 
(3) drugs wh1ch are intended for investigational use b,- experts qualified 



by scientific training and expcncnce to investigate the safety and efficacy 
of drugs. 

SECTION 18. The he•ulnote of Chapter XI of Republic .1\ct No. 3720 is her<· by amended 
to read as follows: 

··ocncral Administrat ion Provisions, Admini~u·tnivc Sanctions, Regula lions, Hearing 
and Institution of Criminal Action." 

SECTION 19. Section 26 of Republic Act Xo. 37 20 is hereby amended to read as 
follows: 

SE<..'TOl\ 26. (a) Except as othem•ise provided m this section. the Secretary of 
Health shall, upon recommendation of the D•rc<·tor, issue rules and rcgulat1ons as 
may be necessary to enforce effectively the provisions of this Act. The rules and 
r<:gulnJ ions shall provide for, ~mong others. the bann1ng, recalling or withdraw1ng 
from the market drugs nnd devices which a1·c not n:gtstered, unsafe. Inefficacious or 
or doubtfu l therapeutic value. the adoption of an official National Drug Formula!'\·, 
tmd the use of generic names m the labeling of drugs. b) The Commissioner of 
Customs and the Scnctary of llealth shall jomtly prescn'be regulations for the
efficient enforcement of the prO\'isions of Section thirty. except as othN'\\iSC 
provided therein . Such regulations shall be promulgated upon the recommendation 
or the Director and shall take effect at such time, after due notice, as the Secreta!}' 
of Health shall determtne. c) Hearing authorized or required by this Act shall be 
('Onducted by the Uun·au which shall submit its r<'<'ommendation to the s~nrtary. 
d) When it appears to the Director that tl1c report of the bureau that any amcle of 
rood or any drug, device. or cosmetic secured pursua.m to Section Lwenty·cight or 
th is Act is adultera ted, misuranded, or not registered, he shall cause notice thereof 
to be given to the person or persons concerned and such person or persons shall be 
gi,·cn an opportunity to be heard before the Bureau and to submit evidence 
impeaching the correctness of the finding or charge in question. e) Whc'n nny 
violation of any provisions of this Act comes to the knowledge of the D1rcctor or such 
character that a criminal prosecution ottght to be insututed against the offender, he 
~hall certify the fans to the Secretary or JUSIIC(• through the Secretary or Health, 
together with the Bureau, or other documentary evidence on which the charge i~ 
hilsed. f) The SecretaJ) is h<'reby authorized to <:llll on the assistance or any 
Depru·tmem Orficc or Agency for the effectiv<: Implementation of the provisions of 
this Act." 

SECTION 20. The ht:adnote before Section 29 Republic Act No. 3720 1s hercb,· 
amended to read as follows: 

"PUBLICITY AND PUBLICATION" 

SECTION 21. Section 29 or RepubliC Act No. 3720 is her~by amended to read as 
follows: 

'SECI'I ON 29 (a) The Secretar} may cause to be disseminated information regarding 
foods. drugs, devices, or cosmetics in situations involving, in the opinion of 1 he 
Secretary. imminent danger to health . or gross deception to the consumer. Nothing 
in this Section shall be construed to prohibit the Secretary from collecting, 
reporting, and illustratmg the results of tbe ilwesugations of the Department. h) The 
Bureau shall publish a Dnag Reference Manual and Dmg Bulletin to serve as 
reference b~ manufacturers. distributors, physicians, consumers and such other 
groups as may be deemed necessary. The Bureau is hereby authorized to sell the 
Drug Reference Manual al cost. 



SECTION 22. /\new headnote, "ADMIN!STRATfV8 SANCTIONS" and a new sect ion, 
Section 29-A are hereby added to Republic Act No. 3720 to read as 
follows: 

SECTION 29-A. In addition to th.e administrative sanctions provided for under Let ter of 
Instructions No. 1223, the Secretary is hereby authorized to impose, 
after notice and hearing, administrative ftnes of not less than one 
thousa nd pesos nor more than five l·housand pesos for any violation of 
this Act. 

SECTION 23. Section 30 of Republic Act No. 3720 is hereby amended to read as 
follows: 

''SECTION 30 (a) The Commissioner of Customs s hall cause to be delivered to the 
Bureau samples taken at random from every incoming shipment of food, d rugs. 
devices, and cosmetics. which are being :imported or offered for im port into t he 
Phi lippines giving notice thereof to the owner or consignee. The quantity of such 
<:;amples shall be fixed by regulation issued by the Secretary. If it appears from the 
examination of such samples or otherwise that (1) such article has been 
manufact ured under insanity conditions, or (2) such article is forbidden o r 
restricted from sale in the coun try in which it was produ<:ed or from which it was 
exported, or (3) such article is adulterated, misbranded, or in violation of Sections 
twenty-one and twenty-one-B. then the Direc tor s hall so inform the Commissionet· 
and such article shall be refused admission, except as provided in s ubsection (b) of 
t his sect.ion. The Corn missioner of Customs sha ll I· he cause the destruction of a ny 
such article refused admission unless such articles is exported , under regu lations 
prescribed by the Commissioner of Customs, wiU1In ninety days of the date of notice 
of such refusal or wiU1in such additional time a:; may be permit ted pursttaJlt to 
s uch regulations. II the foods, d rugs, devices, and cosmetics being importctl or 
offered for import into the Philippines arrives at a port of en try other than Man ila , 
the collection of such samples shall be the responsibility of the Regional Pood and 
Orug Supervisor h aving jurisd iction oveT the port of entry and such samples shall 
be forwarded to the Bureau. 

b) Pendmg decision as co the admission of an article being im ported or offered for 
import, the Commissioner of Customs may authorize delivery of such art icle to 
the owner o r consignee upon execution by him of a good and sufficient bond 
provid ing for the payment of such liquidated damages in th e event of default as 
ma>' be required pursuant to regulations of the Commissioner of Cus t.C>ms. If it 
app<l<}rs 10 the Secretary that an ar ticle included with in Lhc provisions of clause 
(3) of subsection (a) of this section can, by re labeling or other action, be brought 
in to complfancc with i he Act or rendered other dlatl a food, drug, device, or 
cosmetic final determination as to ad mission of such article may be deferred, and 
upon filling of timely wri tten applicat ion by the owner o r consignee, and the 
execution by him of a bond as provided in the preceding provisions of ~his 
subsection, the SecretaJ')' may, in accordance wi\h regulations, authorize the 
applicant t.o pc:rforrn such rela beling or other actions specified in such 
auUwrir . .ation with regulations (illclucling destrttction or export of rejected a rticle'! 
or portions thereof, as may be specifi.ed in the Secretary' s authorizatiop]. All such 
relabeling or o ther action pursuant to such authorization shall be in accordance 
with regulations and be under the pl"'vision of an officer o!' employe<) of the 
Bureau of Customs designated by Uw Commission<~r of Customs and a duly 
a uthori?-ecl represema tive or the Bureau. 



c) All expenses (includtng travel, per diem or subsistence, and salaries) of officers or 
emplosecs of the Philippines in connection ";th the destruction provided for in 
subsection (a) of this section and the supervision of the relabeling or other action 
authorized under the provistons of subsection (b) of this section, the amount of 
such cxp<:nsc8 to be determined 1n :~ccordance with regulations, and all expenses 
in connection with the StOrage, cargo, or labor with respect to any article refused 
admission under su hsection (a) of this scc·tion, s hall be paid by the owner or 
cortsign ee, and in defaul t of such payment, s ha ll conslitu te a lien agai11s t any 
future importations made by such owner or constgnee. 

d) A food, drug, dedce, or cosmetic intended for export shall not be deemed to be 
adulterated or misbranded under this Act if it (I) conforms with tht• Spt'Cification 
of the foreign purchaser. (2) is not in conOict with laws of the countr.· to whtch it 
is intended for export, and 93) is labelled on the outside of the shlpptng pack,.gcd 
to show that tt ts intcn<led for export. Buttf SU<'h article is sold or offcrNl for sale 
in domestic commc·rcc, th is subsectio ti shall not exempt tt from any of the 
prov isions of th is Act. " 

SECTION 24. All law~. orders, issuances, rules and regulations or pans thereof 
inconsiste!ll "ith the Executive Order are hereby repealed or modi lice! 
accordmgly. 

SECTION 25. This Execuu"e Order shall take effect fifteen days after publication m the 
Offictal Gazette. 

Done m the City of Mantia, this 22nd day of May tn the )'ear of Our Lord, ntnctccn 
hundred and eighty-seven. 

CF:RTIFIED COPY: 
(Original Signed) 

MELQUIADES T. DELACRUZ 
President Staff Director 
Malacru'tang Records Omre 

(Origina I Signed) 
CORAZON C. AQUINO 

By the l'residem: 

(Origirtal S igned) 
J OKE P. ARROYO 
Executive SecretAry 
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