
Republic of tne Philippines

Departrnent ofHealth
OFF'ICE OF THE SE,CRETARY

FEB 1 5 2016

ADMINISTRATIVE ORDER
No. 2Ot0- 0o&9

L

SUBJECT: Guideliner on t[e Urified Licetrlinq Re{uir€ments ttld
Procedures of the trood atrd Drue Admirktr.tiotr (FDA)

RATIONALE

The 1987 Philippine Constitution mardales the establishment of atr

effective food and drug regulatory system rhat is responsive to the country's
health needs and problems.

Consislent with said coarstitutional provision, Congress passed landma*
legislations, namely Republic Act (RA) No. 3720 (Food, Drugs and Devices and
Cosmetics Act), as amended by RA No. 9711 (Food and Drug Adninistration
Act of 2009), RA No. 106ll (Food Safety Act of 2013), and RA No. 9502
(Universally Accessibl€ Cheaper and Quality Medicine Act of 2008) maMating
FDA to rggulate establidments engaged in health products to ensure consume,
safety, welfare protEctio4 and fair trade practice.

In oider to improve FDA'S effectiv€ness and elficiercy in carrying out its
matrdate, there is a rE€d to harmonize, unifu and streamline its proc€sses and
lice.sing roquirements. This will help ensure the awilability and accessibility of
quality aod safe health products in the market.

OBJECTIVES

This Order sets the giridelines on a unified, harmonized and steamlined
licensing requirements of the Food and D.ug Administration to hasten its
approval process and strerylhen its posr-marketing surveillarce activities.

SCOPE

This Order shall apply to the four (4) FDA Centers - namely, Center for
Cosmetics Regulation and Research (CCRR), Cents for Drug Regulation and
Researoh (CDRR), Cenier fo. Food Regutaiion and Res€arch (CFRR), Center
for Devic€ Regulalion, Radiation Health and Research (CDRRHR) -
ard the field Regulation Operations Office (FROO).

These guidelines shall covcr, the following establishments, whether
public or privatei

tr,

[r.

ctfit.iiiEl) IiiiiE c,Jf Y

lrao C6poorl, Rjal Ahw, s6. ci!z, lO03 M,nih ' TtuI' F 651-78mDj.el Linq 7l l-9501
Fs 7431329i?43-l?86.URL hth://M.&li.rovoh.-eil:!E!s@!{.sqri

fni/

J
2iijE.,oi,r,.



IV.

L Manufacturers, tradem and distributors (importerc, exporters, and

wholesalers) of processed foods, drugs (including vaccine, biologics,
vetednary drugs and products), cosmetics, medical devices, in-vitro
diagnostic device and reagents, household/uban pesticides, toys, and
child care anicles: and

2. Drugstores/pharmacies/boticas (incllding hospital phamacies and

institutional pharmacies), aod retail outlets for non-prescriplion drugs
(RoNPD).

However, it shall not apply to or covel the following establishments or
persons as these are lrot cure[tly required to secure LTO prior to commencement
of their business activity:

1 Retailers or retail outlets of food. cosmetics, medical devicos, in-vitro
diagnostic devices and reagents and household/urban hazardous

substances, toys and child care articles;
2. Operators or applicators of household or ulban pesticides;
3. Organizers ofnational and intemational trade fats and exhibits;
4. Organizations or persons engaged ir1 donations, medical missions atd

other humanitariatr activities; and
5. I-rnporters/ Distributors of collector's items

Finally, the application for LTO of the following establishments or
persons shall be govemed by separate mles and regulations:

1. Sponsors arrd contract research organizations (CROs) shall comply
with Adminishative Order No. 2014-0034 and FDA Circular No.
2015-003;

2. Facilities using medical and non-medical radiation devices;
3. Salt manufacturers and distributors governed by RA 8172 (ASIN

Law); and
4. Bottled water manufactue. and diskibutor shall comply with

Admirfstralive Order No. 18-A s 1993.

GENERAL GUIDf,LINES

The tems used in this AO shall have the meaning as defircd in RA 971 I and

its IRR, and rclated laws and regulation.

All establishments covered in this AO shatl first secure the approPriate LTO
or authorization ftom FDA prio. to etrgaging in the manufacture, importatioq
expo(atiotr, sale, offering for sale, distribution, transfe., promotion,
advertisement and/or sponsorship of any activity that iflvolves health product.

All lice.sed manufactuers are granted an Initial LTO based on tbe minimum
requirements set by FDA in order to operate a manufactuing planl A
Certilicate of GMP Compliance shall only be issued upon demonstation of
salisfactory compliaice to GMP and effective up to the validity ofthe curent
LTO. Thereafter, the Certificate of GMP Compliance shall be issued each

time the LTO is rellewed.
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D. All covered establishments must continuously comply with the existing



E.

F.

G.

conditions of the LTO may rcsult in the suspension, rcvocation or
cancellation of the LTO, or disapproval of its application for renewal.

All covered establishments shall be under the supervision of a qualified
person(s) as required by pertinent rules and regulations (refer lo Annex A).

The FDA shall have the authority to ent€r any covered establishmetrt for (l)
iaspection and/or (2) verification of documents submitted to FDA in support
of its application for license.

The responsibility of ensuring the safety, quality, and when applicable, the

efiEcacy and/or purity of health products, shall rest upon all the

establishments or p€rsons involved in the production, sale, handling, packing,

trarNport, distibution, tmding and storage thereof.

SPECIFIC GUIDELINES

A. tn case the health ploduct has been bamed or withdrawn for health and safety

reasons in the cormty oforigin, the importer shall immediately undertake the

necessary measures in banning fiom the public its sale, distributiotr or
donation, or its immediate recall, withdrawal or seizure ftom the market.

B. Establishmeflts engaged in health product ttlat is declared by FDA to be

injurious, unsafe or dangercus arc required to immediately recall, withdraw,

or seize the product, or ban its sale, distibution or donation to the public.

C- For drug establishments:

l. AU drug establishments engaged with vaccines, biologics and other

tempeofitre-sensitive drug products shall comply wilh the oold chain

mairagement requirements.

2. All drugstores, whether privately ow[ed or goverunent-owned, shall be

under the supervision of a registered pharrnacist when operaling or open

for business, unless otherwise allowed by other p€rtinent laws or

regulatioBs.

3. All FDA-required infonnation, education and communication campaign

material shall be displayed in the establishment's conspicuous area'

D. All approved LTO applications shall be sent thrcugh courier directly to the

estabiishment's owne;, president, CEO, general mrmager or equivalent

responsible officer as indicated in the application form.

\1. PROCEDURE

A. Applicatioh Requifener.ts

The following are the requiremeots for application of a License to

Operate (LTO).
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(a) Accomplished Application Form and Declaration and Undertaking
(b) Proof of Business Name Registration
(c) Site Msster File (for manufacturers of drugs, devices and

cosmetics)
(d) tusk Managemert Plan
(e) Payment

2. Renewal Applicatiotr

(a) Accomplished Application Form with Declaration and
UDdertsking

(b) Payment

Guidaoce for the above requircme s is attached as Annex "A".

Arylication Plocess

l. Filing

An application fo, LTO, whether initial, rercwal, or vadation, aod
other authorizstions are deemed filed upon submission of corDpletg
requirEmetfls inoluding pa]metrt of rcquired G€s and oharges.

2, Evaluatiotr

The evaluation of all applications for LTO shall be bascd on the
veracity of tbe submitt€d documents and compliance with appropriate
statrdards.

In case the appiicant falsifie4 misrepreserted material facts or
documents, or withheld a.y material data or informatioD, the
application shatl be disapproved In such cases, the applicant may be

investig8ted, appropriate charges mey be file( and penalties rDay be

imposed"

Should there be a need for cladficetioo or the application, a

notjlication, either Eritton or through e-mail, shall be sent to th€
applicatrl.

3. Inspectiolr

Preopcning irspection shall be mandstory for manufactur€rs- All
c-overed establishments may b€ inspepted at any time by FDA os part
of its post-marketirg suweillarc€ .ctivities.

I/driatiois

Variations shall rcquirc prior FDA aFroval. Variations may either be

major or minor
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l. ldajor variation covers changes in the operations ofth€ establishment
that may arfect significaltly and/or diroctly the asp€{ts of safety aod
quality and when applicable, efficocy ofproducts.

Major variation shall o y be approved upon proper notification,
compliance to requi.ements and irlspectioa.

2. Minor variation cove6 ch.nges
changes in the operations of the
impact on $e safety, quality arl4
Foducts.

in administrative matte and/or
establishmer[ but with minimal
when applicable, the efficacy of

The list ofvariations, rhe cotrditions, and the documentary requirements is

attached as Armex "B '.

Th€ FDA Director-General may issue orders to calggorize certsin
lariations which are not included in the enumeratior as either major or mioor
variation.

D. ValidiO and Fees

The validity of LTOS and th€ applicable fees and other charges shall be

covered by separate issuances.

E. Cancelldtion of License to Operate

l. Automatic. Existiag establishments that fail to file en application for
renelal after one-huodrcd twenty (120) days from the date of
exp ation shall be automatically cancglled and deleted from the list of
licensed establkhmeots withoul prejudic€ to their re-application.

2. Voluntary The owner or authorized persoo of a lic.ensed

establishmeot may apply fot volwtary canceltatiotr of its existing
license by filing a formal notification with the FDA.

3. Cancellation as a Penalty. The FDA msy also impose the penalty of
caocellation of lic€Dse.

When the license is cancelled either automatically or voluntarily, th€
FDA shall retain judsdiction over violations comnitted by the
establishm€nts while it was in operation.

All establishments shafl settle all their monetary obligations to FDA.

4.

5.

F. Accessibiliv

The relevant fonns, requirements for application, and the submission
process shall be made acc€ssible at the IiDA Website.
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Ix.

PENALTY CINUSE

Sarctions over violations of any of the provisions of this Administrative
Or<kr slall follow the Rules of Administratile Proc€dure Fovidcd itr the
implernoting nrles and regulations ofRepublic Act No. 971l.

Rf,Pf,ALING CI,AIISE

Al[ issu$c€s, or ports thereof, pertaining to LTO appticatio[s covered by
this Adminiskative Order are hcreby repeale4

SEPAXABII.TTY CI"AUSf,

If 8try portion or provision of this Order is declared irvalid or
utrenforc€able or unconstihrtional, the ralidity or enforcesbility ofthe rcmsining
portions or prcvisions shEll rot be afoct€d, and this Order shsll be constnred as if
it did not coni8in the paaticular inralid or unenforc€able or uDcoDstihfiolal
portion or provision.

MAIYDATOR,Y REVIEW

This Admioistrativc Order shalt be rcvicwe.d by FDA after two (2) years
of its iDpbmentetio!-

f,I,T'T,CTIVITY

This Admidstative Order shall takc effect on 0l tvlarch 2016 fouowing
its pblicatiotr in 2 oewspapers of national circulrtion and submission to th
University ofthe Pfulippioes l"aw Center.

For drugstorcs atrd RONPDS, matrdalory subBission of RMP will be
effective on January 1, 201 7.

RIN, MD, MBA.H
Secretary ofHealth

x.
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AIINf,X A
Guidalcc LTO Application

The establishment's o*rer, f,resident, chief execdive otrcer (CBO) or authorized
offic€r and ils qualified person shall sign thc application form. The authority of the
signatories shatl b€ evidenced by any ofthe following:

1. Single Proprietorship - Power ofAttomey rrteo the authorized represedative
is not the owncr ofthc establisbment;

2- Corporation and Cooperative - S€cretary Certificate or Board Resolution;
3. Parhership * Psrtnership Resolution; or
4. Govennnert Agercy - Authority Aom the Head of Agency.

B. The documertary requircmelb for submrsron:

l. Accomplished Application Form
Among other inforrution, th6 application forltr shall contain the following:

(a) Declaraioo and undcrtaking of the rcsporsibilities of the applicant as a
coddition for the proc€ssilg and approval ofthc LTO;

(b) The locatior plan aad global position system (GPS) coordinates of th€
establishment;

(c) The name of th€ qualified person per type of establishmett, and the
relevant cred€ntials (e.& PRC ID):

CERTIF|ED TITIJE COPY i

tr PRC ID
tr Atterdarce to FDA approptiate

Liccnsing Seminar

DIW
Estabtish0etrt:

D Certificare ofTraidngResponsibls phamacy
assistat (for &lgstore ard
RONPDS)

Food
Establishment

Food Safety Cornptianoe
Officer or Regulalory
ofrc€r

Certificatr of Aitendarce to
ap[op ate FDA LiceDshg Semina
C€rtificate of Attendaooe to GMP,
HACCP, o. Food Safety SemiBr

Medicat Device
Estabiishment

D PRC ID or any Proofof
Qualifioation

D Atretrdanc€ to mcdical devioe

QPIRA

Phamacis or Any Other
Qualificd Professional

o PRC ID or ary Proof of
Qualifioation

O Altcndssc4 to QPIITA

Phamacist or Ary O6er
Qurlified Professional

I,,1AR 016



Drug Manufacturer: (a) Production Manager/Head
(b) Quality Assurance Manager,{{ead
(c) Qusli8 Conhol Marra9etlLlezd

(d) Authorized person for batch Elease
(e) Pharmacovigilance Officer

(a) Phamacovigilance Olficer

Food Manufacturer (a) Prcduction Mamger/Head
(b) Quality Assuance Manager,4lead
(c) Quality Control Manager/Head
(d) Food Safety officer
(e) Any designated senior lechnical peisonnel

Medical Device
Establishmenl

(a) Produotion Manage/Head
(b) Quality Assuranc€ Manager/Head
(c) Quality Conhol Manager/Head

(a) Production MaDag€r/Head
(b) Quality Cortrol and/or Asswanc€

Manager^Iead

Cosmetic Estsblishment

(d) The rumes of the following personnel shall also be listed:

2. Proofof Business Name Registration

The business rMme/registation must be evidenc€d by copies of the following:

(a) For single proprietorship Certificate ofBusiness Registration issued by

the Deparhnent of Trade sltd Industry (DTl);
(b) For coryoratiol, partnership and other juridical persol - Certilicate of

Regisffation issued by the Se.urities ard Exchange Commission (SEC)

and Articles of Incorporation;
(c) For cooperative - Certificate of Regishatioo issued by the Cooperative

Developmed Auihority and Articles of Cooperation; or
(d) For goveroment-ow ed or controlled corporation - th€ law creating the

establishmeDt, if Mrh original charter, or its Certificate of Registration

issued by the securities and Exchange Commission (SEC) ad Afiicles
of Incorporation, if without original charter.

The document must indicaie the exact and complete address, e g ' unit

number, floor, building, lot, bloc\ phase, skeet, baraogay, city/ municipalily,
provinc-e, where applicable.

In case the business address of the applicant is different from the one

indicaled in its business name registration, the applicant must submit a copy of
its valid Business Permit.

D TRUT COPY
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5.

3.

4.

Site Master Filel (for manufacturers of drugs, devioes and cosmetics except

taders)

As required by the applicable good manufacturing pEctice (GMP) for the

t ?e of establishment.

Risk Management Platl (for ma[ufacturers and distributors of drugs and

medical devices cstat'lishmeots, and drugstores and RONPDs)

A general fusk Manageme Plan (RMP) for the establishoent must be

submitted. The RMP shau contain details on how to identify, characterize,
prevent or minimize dsk relating to the products that the ostablishmenr is

engage with. These shall include post-marketing surveillatrce activities and

interyentiotrs to manage the risk.

Pa)T nent

Proof of payments (e.g., official receipt or autho zed bank palment slip)

must be attaohed to the application.

I site Master File refers lo a document preparen by $e marulacturr snd conhins sP€cifi! information

about th€ qualiay m.nagement policies and;ctivities of the site. the produclion andor quality control of
man racturing operati; cani;d out at the named site and atrv closelv integraled-operations al adjaccd

ard nearby b;ild-ings. lt proudes clear informatio. on the manufactuer's OMP reFlcd:t€ti+iii's$'te
useu in generar su;€ryision and in rhe efficienr prannins and udeaakins orcMp f0tpTlFlEfl TRUE CUpy
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A, Major Voriatioo'l

Traosfer of l,ooation of Manufacturing Plant and Drug Retailers

C Physical transfer ofthe establishment (and may entail changes in the previously
approved address).
Other variations (e.g. change of pharmacist or qualified personnel, and/or
business name) may also be included in the application for variation provided
that that same ar€ indicated thercin and the corresponding rcquireneats for such
changes ale included.

l.

D l. Applicatron FoIm
2. Business permit reflecting the new address
3. Updated Site Master File
4. Payment

ANNEX B
LIST OT REQUIf,f,MENTS FOR VARIAIION

APPLICATIONS FOR ESTABLISHMf, NIS

Change of Manufacturing Activity

C I l. Shall refer to an additional activity that the manufactuer eDgages in (e.g. LTO
as Manufacturcr with additional activity as Repacker)

2. Shall also ref€I to a change of previously licensed activity (e.9. LTO as
Manufacturer-Repacker to Ma.nufacturer-Packe.).

'Maju variarim rcfm to posr-FDA lpproyal cb.arges iu rhe stluls, dditim a octivity of!
*hsr inspete s Equi.ed prid io approval of vaidior,.

lic€.s€d estnblbhmatt

r..,i:!. iritt:, ii."-,i- !.L:.',

Expansior of Manufacturer

c 1. Shall refer only to the expansion made which is adjac€nt to the existing location
of the establishment and no additional product linc is involved.
Expansion shail also include additional floors fo. production.2

D L Application Form
2. Updated Site Master fila
3. Pa),ment

Additional Production Line

C An additional productiol line is an added type or class of products Foduced
within thc same manufacturing site (e.g., sterile line, beverage line, etc.)

D 1

2

Application IoIm
Updated Site Master File
Payment

l0



Dil. Application lorm
Upd4ted Site Master File
Pa)rment

2.

3.

Transfer/Addition of Warehouse

C 1. Shall refer to the physical t ansfer of warehouse.
2. Shall also refer to an addition of warehouse aside &om the existing and previously

inspected warehous€ by FDA.

D Application Form
Business perDil rellecling nete warehouse
Payment

t
2
3

TraNfer of Location ofOffices

C 1. Physical transfe. of the office of the establishment (which may also entail
chaflges in the previously approved addrEss).

2. Other variations (e.9. change of pharmacist or key persoonel, and/or business
name) may also be included in the application for variation provided that that
same are indicated therein and the corresponding requirements for such changes
are included-

D 1. Application Form
2. Business permit reflecting the new address
3. Pa).rnent

B. Minor Vsrirtion 3

3 Minx variato rcfe to ctmge h &€ ltaoB,.@diii6l or activiB ofa licrrscd eltabli-sElqtrbitl are nol criticrl
l,o lhe sfcty s quali&, or in tnc puity o. efiiorc' , wl@ applic.ble, ofIle lerlth prtduct.

Change of Distributor Activity

C L Shall refer to a additiooal activity thar the distributor etrgages in (e.g. LTO as
Disfibutorjmporter with additional activity as Expo.ter)

2. Shall also refer to a change from the initially licensed activity (e.g. LTO as

DisaibutorJmporter to Disrributor-Exporter).

D 1. Application Fo.m
2. Contract Agre€ments to provc activity
3. Payment

Expansion of OIfice Est4blishme s and Drug Retailers

1. Shall refer to the expansion made lriich is adjacent to the existing location ofthe
eslablishment

2. Expansion shall also include additional floors where the building is occupied.



D 1. Application Form
2. Pa],rnent

Additional Drugstore Activity

C l. Addilional activity shall include online ordering and delivery, sterile compounding
and non-slcrile complex compounding, mobile pharmacy, carrying ofmedical deviccs,
and other additional activities lhat may require appropriete regulatiofi or may be
handled on a case to case basis.

2. These additional activities may alr€edy be included in lhe iniiial application.

D l. Applicatiotr Form
2. Additional Credentials ofPharmacist (e.9. Cefiificate ofTraining, where applicable)
3. Docunen(s related to aotivity wilh proof of vatidation (e.9. SOP, Masterlist of

compounding recipes)
4. Payment

Change ofOwnership

C There is a chalge ofownership of the licensed establishment.

D 1. Application Form
2. Any proof on the lransfer of ownership such as a$y of the following: Deed of

sale or assignment or tmnsfer of rights/ownership, Memomndum of
Agrcement, or notarized Affidavit of th9 owner, proprietor, Chairman or CEO
of the establishment validating the transfer

3. Poyment

Changc ofBusiress Name

C L Change only in the business name
2. No transler oflocation or change ofownership.

D I
2
3

Application Form
Proof of business name registration refletrting the new name
Pa)Tnent

Zonal Change in Address

c Shall refer to change oI the name/number of the street/t uilding without physical
transfer of the establisbment.

D l. Application Form
2. Payment

Chaoge of Qualified Personnel

C There is a change ofthe identified qualified penon registered with FDA

D l. Application Form
2. Payment
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Deletion of Activity

C Shall refer to deletion ofany approvedadded activity.

D
t.
2.

Applicatioa Fom
Paymg

* C - Condition
xr D - Do€rm€ntary Requircm€nts

CERTIFIED TRUE COPY
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