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DIVIS EMORANDUM
No. s.2024
REITERATION OF DM NO. 111, s. 2019
PROHIBITING THE USE OF E- CIGARETTES AND OTHER
ELECTRONIC NICOTINE AND NON-NICOTINE DELIVERY SYSTEM

AND REITERATING THE ABSOLUTE TOBACCO SMOKING BAN IN
SCHOOL AND DEPED OFFICES

11 June 2024

TO: Assistant Schools Division Superintendent
Public Schools District Supervisors
All Elementary and Secondary Public School Heads and Principals
CTD and SGOD Personnel
All Others Concerned

To promote a healthy environment in and around school premises and DepEd

offices, the Schools Division of Cagayan de Oro City reiterates DepEd Memorandum
No. 111, s. 2019, entitled "Prohibiting the Use of E-Cigarettes and Other Electronic
Nicotine and Non-Nicotine Delivery Systems and Reiterating the Absolute Tobacco
Smoking Ban in Schools and DepEd Offices."

2. For details on the implementation and compliance, please refer to the enclosed
DepEd Memorandum No. 111, s. 2019.

3. Immediate and wide dissemination of this memorandum is directed.

ROY AN E. G
Schools Divi§ion Superintegddent

Enecl.: None

Reference: DM No. 111, s. 2019

To be indicated in the Perpetual Index
under the following subjects:

POLICY

CAA-RBSB / DM - reiteration of dm no. 111, s. 2019
June 11, 2024

Mobile No: +63 975 6403 226 (Globe) | +63 951 1710 902 (Smart)

f 1 Address: Fr. William F. Masterson Ave., Upper Balulang, Cagayan de Oro City
Email Address: cagayandeoro.city@deped.gov.ph
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DepEd MEMORANDUM

No. 111,3. 2019
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NON-NICOTINE DELIVERY SYSTEM AND REITERATING THE ABSOLUTE
TOBACCO SMOKING BAN IN SCHOOLS AND DEPED OFFICES

To: Undersecretaries
Assistant Secretaries
Bureau and Service Directors
Minister, Basic, Higher, and Technical Education, BARMM
Regional Directors
Schools Division Superintendents
Public and Private Elementary and Secondary School Heads
All Others Concerned

1. The Department of Health (DOH), as the over-all technical authority in the
provision of the national policy direction on health, issued Administrative Order
No. 2019-0007 entitled the Revised Rules and Regulations on Electronic
Nicotine and Non-Nicotine Delivery System (ENDS/ENNDS) on June 14, 2019,
providing an updated policy on ENDS/ENNDS (Enclosure No. 1). “

2. As defined by the DOH AO 2019-0007, ENDS/ENNDS are “combinations of
non-tobacco-containing e-liquids or refills and an electronic delivery device to
produce an aerosol, mist, or vapor that users inhale by mimicking the act of
smoking.” These include devices that are commonly known as e-cigarettes or vapes.

3. DOH AO 2019-0007 provides that “the distribution, sale and offering for sale

and use of ENDS/ENNDS shall be strictly prohibited in places where sale and use
of cigarettes are prohihited,” and that “the use of ENDS/ENNDS shall he banned in

........ iy

places where smoking is prohibited.”

4. It is reiterated that the sale and use of cigarettes (smoking) are absolutely
prohibited in schools and offices of the Department of Education (DepEd),

pursuani io DepEd Order (DO) No. 48, s. 2016, or the Policy and Guidelines on

Comprehensive Tobacco Control, Civil Service Commision Memorandum Circular z

No. 17, s. 2009, entitled Smoking Prohibition Based on 100% Smoke-Free
Environment Policy, and DOH Administrative Order No. 2017-0023, or Guidelines
in the Effective Implementation and Enforcement of Executive Order (EO) No. 26:
Providing for the Establishment of Smoke Free Environments in Public and
Enclosed Places.

5. In view thereof, the distribution, sale and offering and wuse of
ENDS/ENNDS are hereby prohibited in all schools and DepEd offices.

DepEd Complex, Meralco Avenue, Pasig City 1600 g633-7208/633—7228/632-1361 ﬂ 636-4876/637-6209 waw.deped.gov.ph




6. DOH AO 2019-0007 further provides the following General Guidelines:

a. A comprehensive ban on anv form of nrivprhqlno promotion and
sponsorship, including corporate social respon31b1hty campaigns
by the industry, of ENDS/ENNDS products, shall be implemented
upon approval of this order (DOH AQ 2019-0007),

b. Purchase, sale, and use of ENDS/ENNDS below the minimum
allowable age shall be strictly prohibited.

c. Local Government Units are enjoined to observe and implement the
guidelines provided under this Order (DOH AO 2019-0007). LGUs
have the authority to adopt or enact more stringent measures to
exercise their power under the General Welfare clause.

7t In Iine with DO 48, s. 2016, ail schools, through their respective Chiid
Protection Committees, and all regional and schools division offices, with the
technical assistance of their designated Tobacco Control Coordinators, are directed
to:

a. ensure the enforcement of the ban on the distribution, sale and
offering, and use of ENDS/ENNDS and tobacco products (e.g.,
cigarettes) in all schools and DepEd offices;

b. ensure the implementation of the ban on any form of advertising,
and promotion of ENDS/ENNDS and tobacco products, and on
sponsorship, including corporate social responsibility by the
ENDS/ENNDS or the tobacco industry, in all premises and
activities of all schools and DepEd offices; and

c. coordinate and collaborate with their respective local government
units, in observing and ensuring the implementation of the
guidelines provided under DOH AO 2019-0007, including the
prohibition of the use of ENDS/ENNDS among young people who
are below the minimum allowable age, and in adopting or enacting
more stringent measures, when necessary.
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2012 entitled DepEd Child Protection Policy.
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S. Fur violations comimiited by DepEd persomnnel, DO 49, s. 2006 entitled
Revised Rules of Procedure in Administrative Cases, shall be followed. Violations of
CSC MC 17, s. 2009, and the CSC-DOH Joint Memorandum Circular 2010-01, or
the Protection of the Bureaucracy Against Tobacco Industry Interference may also
be reported to the CSC through the Civil Service Commission’s Guide for
Resolving/Filing Cases of Tobacco Industry Interference in the Bureaucracy.

10. Learners and personnel who are in need of brief tobacco intervention and/or
referral to cessation services shall continue to be provided with such services.
Enclosed are information about the DOH Quitline (Enclosure No. 2).

11. To support the enforcement on the bans on ENDS/ENNDS, all schools, with

the technical asgistance of the concerned offices at the central, regjop_a_], and

schools division offices, are also instructed to educate learners about

ENDS/ENNDS through curricular, co-curricular, and extra-curricular
act ‘rxties’ Vr]-\ anavar nﬂr\rcv\v;nfo and appl;r\ok'ln A~ n11cf1o r\f v‘nfaroﬂ ce
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materials and researches related to ENDS/ENNDS are accessible through
bit.ly/endsandennds.

s



12. For more information, please contact the Bureau of Learner Support
Services-School Health Division, 4th Floor, Mabini Building, Department of
Education Central Office, DepEd Complex, Meralco Avenue, Pasig City through

email at blss.shd@deped.gov.ph (using the Snhject Title: ENDS/ENNDS)

telephone no. (02) 632-9935.

ey 1136,

13. Immediate dissemination of this Memorandum is desired.

Encls.:
As stated

References:

[-2818853888

LEONUR MAGTOLIS BRIONES
Secretary

DepEd Order: (Nos. 40, s. 2012; 49, s. 2006; 48, s. 2016)

To be indicated in the Perpetual Index
under the following subjects:

BUREAUS AND OFFICES
EMPLOYEES

HEALTH EDUCATION
OFFICIALS

POLICY

RULES AND REGULATIONS
SCHOOLS

DJP DM Prohibiting the Use of E-Cigarettes and other ENNDS

0495 July 16/17, August 1, 2019



Republic of the Philippimes
Department of Health

OFFICE OF THE SECRETARY

JUN 14 72018

ADMINISTRATIVE ORDER

No.

H
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BACKGROUND/RATIONALE

Executive Order No. 102, Redirecting the Functions and Operations of the
Department of Heajth (DOH,, mandated the agency to be the over-all technical
authority on healih i ifie provision of ihe national policy direciion and develop
national plans, technical standards and guidelines on health. Furthermore, the DOH
shall pursue and assure promotion of the health and well-being for every Filipino,
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individuals, families and communities exposed to health hazards & risks,

Republic Act No. (RA) 9711, otherwise known as The Food and Drug
Administration Act (FDA) of 2009, declares as a policy that the State shall protect and
promote the right to health of the Filipino people and help establish and maintain an
effective health product regulatory system based on the country's health needs and
problems. Thus, the State must enhanee its regulatory capacity and strengthen its
capacity for the regulation of health products and its industry,

In line with the intent of RA 9711, the Department of Health (DOI) issued
Administrative Order (A.0.) 2014-0008 entitled “Rules and Regulations on Electronic
Nicotine Delivery System (ENDS) or Electronic Cigarettes™ on 12 March 2014,
Under the A.O.. electronic cigarettes (e-cigarcttes) were classified as health or
consumer producis under ihe jurisdiciion of ihe FDA. The Order aims io ensure ihe
safety and quality of ENDS or E-cigarettes by providing pertinent guidelines in the
licensing of e-cigarette establisiments and registration/notification of their products.

E-cigarettes, including both Electronic Nicotine and Non-nicotine Delivery
Systems (ENDS/FENNDS), ure used to deliver aerosolized solutions to the lungs,
which 1s similar to the act of gmoking. At present, the industry is commonly
marketing ENDS/FNRDS as o “safer’ or “less harmful” alternative to conventional
tobacen products despite the mgniticant level of uncenainty sumrounding its safuty.
The available studies are not enough to clearly and unequivocally conclude that the
lun&, term use of ENDS/ U\M)S wtll not hAw dny lmmxlul effect to humun hcalth
pmduus lhll.n prummmmry Measures sm.h as ugulalmn b) i wmpctgnl .lulhnuly 18
necessary for the protection of public health. Thus, the DOH recognizes the exigency
to strengthen its policy tor the eftective regulation of ENDS/ENNDS products.
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ii. OBJECTIVES
This Order 15 being issued to provide an updated policy on ENDS/ENNDS
which shall serve ag g guide to all individuals, enterprises and businesses which seek
o manulsctare, distribute, import, export, sell, offer for sale, and/or use these
products. 1t shall also guide other government units and offices, involved in the
monitoring and regulation of ENDS/ENNDS use and distribution.
iii. SCOPE

This Order shall apply 10 all individuals and the business sector, which intend
o nanuiaciuie, disribaie, impoit, expoit, sell, offer for sale, andior use

ENDS/ENNDS in the Philippires,

This Order does not apply to heated tobacco products (HTPs) and other similar
innovations, which use tobaceo products.

iV, DEFINITION OF TERMS

—

Dcﬁlgnnted Vapmg Area refers to an area of a building or conveyance where

VBV”I& miay DC NHUW&U‘ “ﬂlbﬂ may ()C i an open space ol !dell‘llp arca WHH
proper ventilation subject to the specific standards provided in this order.

2. Drugs refer to (a) articles recognized in official pharmacopeias and formularies,
including official hmncop-uhic phann.lcopcia‘i or any dmumcnury supplemem
[{¥] ‘ily il ihﬁiﬁ whichi aie n.\.uh;ni/cu aind auuywd 557 the rur‘s. \U} m"shlum

intended for use in the diagnosis, cure, mitigation, treatment, or prevention of
disease in man or other animals; (e) articles (other than food) intended to affect

'hn structure af anwy hnqr-hnn nf the hruh/ ﬁ‘ hirmane or ans tmale: Ar IJ\ artiel s
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intended for use as a component of any amdes specified in clauses (n). (h), or (¢)
but do not include devices or their components, parts or accessories,

g 3. Electronic Nicotine and Non-Nicotine Delivery Systems (ENDS/ENNDS) are

Q\(k combinations of non-tohacea-containing e-ligquide or refills and an clectronic

I delivery deviee to produce an aerosol, mist, or vapor that users inhale hy
mimicking the act of smoking.

4. FDA Electronic Registration Number (FERN) shall refer o the product
certification issued by the FDA to a company, firm or non-profit organization as
an authorization 1o market specitic ENDS/ENNDS products in the Philippines,

= (J!n!'gllv Horm innized Bystom of ( Claccification and 1 chnlllnn of ('homicale

AP FRESFARIZN NS VI ] FRL e tre \»n E BRIIRR EENA RewREIwES Ll S

(GHS) refers 1o the e system developed by the United Natons lnr standardizing
dnd hdrmom/mg the classification and labeling of chemicals.
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Heaith Claims refers to the reiationship between the use of ENDS/ENNDS
products and reduced risk of disease or health-related condition.

ficaiih Producis means ivod, drugs, cosmeiics, devices, boiogicals, vaccines,
in-vitro diagnostic reagents and household urban hazardous substances and/or a
combination of and or a derivative thereof. It shall also refer to products that may
have an effect on health which require regulations as determined by the FDA,

Healin-Reiaied Device refers io any device not used i healih care bui has heein
determined by the FDA to adversely nffect the health of the people.

o « iy Cam
Heated Tobaces Products (1'VPs) refers to a form of tobaceo products that uses

an electronic device to heat processed tobacco lcdves. and produces aerosols for
inhalation by mimicking the behavior of smoking conventional cigareties,

Household/Urban Hazardous Substances (HUHG) refers to any substance or

mixture of caubaancec iatendad far individiual ar Hasitad aumaese and which (e
[aEl e OSUSSIANCES INIENSSG IOr ingivigusi or aamtss PRipusts and waidh 18

toxie, corrosive, an irritant, a strong sensitizer, is flammable or combustible, or
generates pressure through decomposition, heat or other means, if such substance
or mixfure of suhstanees mav canke suhstantial infury or substantial illness durmu

or 48 a proximate result of any customary or rc.aucmahly foreseeable ingestion by
children, but shall not include agricultural fertilizer, pesticide, and insecticide,
and other economic poisons, radioactive substance, or substances intended for use
as fuels, coolants, refrigerants and the like,

Minimum Aliowabie Age shall refer toﬁ-yem’-oge-&ome-peﬁm

Markeiing Auihorizaiion shaii refer o ihe documeni(s) ihat is issued by the
FDA to a company, firm or non-profit organization as an authorization to market
health products in the Philippines.

Markellng Authorizationn Holder (MAH) refers to a company, firm or non-
profit organizaiion ihai has been granied a inarkefing authoiization by the FDA.

Nicotine Shots/Concentrates refers to high strcngth preparations of flavorless

A, 1 [ % s o | i to imovanea ite mioating
lu\.!l!lllb lu—wlbn- RNt DY ataeh 1 8- ublulu ;llbyt.liuu\rub WO OIRCTEAsE 1S 1 "

content,

Post-Marketing Surveillance (PMS) refers to acuvities involved in safety,
efficacy, and quality monttoring of health prodacts. This shall also include,
Frtns Aata  eomiartin

sasvaiaenre  cathiaw. soodecorare: oo wailenes rrein s atianer o Avsar e
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collection and testing of health products in the market,
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i6. Smoking Cessation Aid refers to pharmacological aids to smoking cessation;

Smoking cessation aids which are approved prescription or non-preseription
medication, which may form pan of a comprehensive smoking cessation program

or siraicgy which mciudes counseiiing, behavior change and/or various forms of

support.

GUIDING PRINCIPLES

i.

e

Precautionary Principie. iie principie that the introduction of a new product or

process whose ultimate effects are disputed or unknown should be treated with

precaution, With insufficient scientific evidences on the safety profile of

inovaiive products such as ENDS/ENNDS, the DOH shall take precautionary
measures to ensure the protection of the right to health of the public, In this
regard, c-cigarettes shall be classified as a health product and shall he regulated
accordingly,

5 . ... 0 r'y e 2 ] a . g L ) 13 N e 4 | Cat ad « sl .- IR
LIassiicauion g1 rroguct. L-Iuids ana reiyls, wiin or wiinout ine presence o1

nicotine, but bear therapeutic or health claims such as but not limited to cessation
aide and/or harm reduction for smoking, or are marketed as such shall be

slpseidiagd a P pon cadaiad T7 ids A, 1 wenfilla iela A selas dlasn A
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nicotine, that do not bear therapeutic or health claims shall be classified as
Houschold/Urban  Hazardous Substances (HUHS). The electronic delivery
devices, including its components used for modification shall be classified as
health-related device,

Research and Devei ent, Continuous research study and anaiysis shaii be
conducted by the DOH on ENDS/ENNDS. including emerging and novel tobacco
products, to increase its competency for the development of new and existing
poiicies ior these products.

Protection of the Bureaucracy Against Tobacco Industry Interference. DOH-

CSC Joint Memorandum Cireular (JMC) 2010-001 shall be strictly observed in
the implementation of this Order.

The FDA shall adhere to
and prommc the dpplxcaMe agrecmcnts under the Framework Convention on

8 K7 s
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GENERAL GUIDELINES
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Al estblishinent CHERECU i N0 Menwiadiung,  Qisindulion,  anponaten,

exportation, sale ncluding online sale, offering for sale, and transfer of

ENDS/ENNDS products shall first secure a License to Operate (LTO), following

P Page 4 of 9
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the procedure stipulated under Administrative  Order 2016-0003  and ils
amendments,

Only esiablisiunenis with o valid FidA-issued LT0 can appiy o1 o produci
marketing authorization, such as Centificate of Product Registration (CPR) or
FDA Electronic Registration Number (FERN).

Establishments %ukmg. to murket c-ltqu;ds and refills classified as
shuu \-Ulllply WlHl Hlb !bg\llﬂl‘)ly lwullblll\d“" IUI plldllllubl’UI. ‘

the C'enter for Drugs Regulation and Research,

s drug products
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exportation, sale, offering for sale, and transfer of ENDS/ENNDS products
without first securing the necessary marketing authorizations,

No person, establishment or organization. shall use the FDA logo, the words

“Fand and Nruo Adminietratian ar “Dhilinnina FNIAY the vnchnlc HEIAT ar any
wE S TaRRRERAILRI LA Sheiasy :}uuv H * L D Ry

mitation of such words, initials, or Jogo in print and other forms of broadcast
media, including the internel, in connection with any ENDS/ENNDS products,
merchandive imnereanation anlicitation or commercial activity in a manner that
convey that such use is approval, endorsement, or authorization by the FDA (e.g.
“FDA approved” or “This product is approved by the FDA™) unless with written
permission from the agency,

All refills and devices shall be child-resistant, tamper resistant, and shall be
protected against breakage and leakage.

Containers and packages of electronic delivery devices, e-liquids and refill shall
contain appropriate health wamnings, whose content, format, and specifications,
are designated by the FDA, based on the declaration of ingredients or components
of the same product. (see Annex A)

The FDA shall sct standards and necessary restrictions on flavors and additives
used in the manufacture ot e-liquids and refills, The FDA shall also impose a ban
on flavors and additives that are proven or suspected 1o be appealing to the youth,
toxic, harmful, addictive, or sensitizing

The reta:l sale of nicotine shots and/or concentrates shall be strictly prohibited.

A comprehensive ban on any form of advertising, promotion and sponsorship.
inciuding  corporate  sociai  responsibiiity  campaigns by the industry, of
ENDS/ENNDS products, shall be implemented upon approval of this Order.

l A el
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The distribution, sale and offering for sale and use of ENDS/ENNDS shall be
strictly prohibited in places where sule and use of cigarettes are prohibited.

The use of ENDS/ENNDS shall be banned in places where smoking is prohibited.

. Designated vaping areas (IDVAs), inciuding vaping jounges and the itke, shaii

follow the same guidelines and requirements set for DSAs as provided under
section 4 of Executive Order No. 26 s, 2017,

Local Government Units (LGUs), and other government units and offices
involved in the monitoring and regulation of ENDS/ENNDS use, sale and
distribution are enjoined to observe and implement the guidelines provided under
tlu‘q Order LGU-% shall hau, 1he .tuthcrity m adupt or enact more stringent

The FDA ~hall not be prc\.ludnd l'mm the 1ssuance of subsequent regulations or

vamialatn s tlan aedalin laaalels
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SPECIFIC GUIDELINES

mml..
5. E-hiquid and refill containars, with or without nicotine, shall onlv be allowed to
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industry Appiication of FDA Kiectronic Registration Number (FERN) for
HUHS E-liquids and Refills

. vem.-¥? [ e . o, 5 Vo soa i 2 .l - | T S R
The application process shail be ihrough FDA's curreni licensing and regisiraiioi

system for ENDS/ENNDS products.

Application for FERN of e-liquids and retills shall be per formulation,

e niquiu aiid ieiilla with Hazaid \«dtcgunc: ioand 2 in any of ihe health and
environmental hazard classes under the prevailing GHS revision shall not be

allowed for FERN application,
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10,
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Administrative and technical product documents as listed in Annex B shall be
submitted as part of the FERN application process depending on the type of
annlication,

Commercial product label shall follow the guidelines and requirements for
labelling of hazardous substances stated under Administrative Order No. 311 s,
1977 and Republic Act 7394 s, 1992, while the Globally Harmonized System of
Classification and Labeling of Chemicals shall be optional.

Schedule of fees is provided under Annex C of this Order.

Applications determined to have complied with FDA’s requirements and
standards shall be apprcved while applications deemed to be incomplete,
inconsistent or incorrect shall automatically be disapproved.

Decision for the application, whether for the issuance of a FERN or Letter of
Disapproval (LOD) shall be sent through FDA's current licensing and registration
system, as may be applicable,

The MAH shall be responsible for ensuring the continuous compliance of their
products placed on the market to FDA-issued standards and guidelines.

Industry Application of FDA Electronic Registration Number (FERN) for
Electronic Delivery Devices

Application process will be through FDA's current licensing and registration
sysieni tor ENDS/ENNDS producis.

Tanks of electronic delivery devices shall only be allowed to have a maximum
capacity of two (2) mL,

All documentary and technical requiremenis (Annex D) shall be submiiied
accordingly based on the tvpe of application,

Applications determined to have complied with FDA's requirements and
standards shall be approved while applicatons deemed to be incomplete or
incorrect shall automatically be disapproved.

Decision for the application, whether for the issuance of @ FERN or Letter of

Disapproval (LOD) shall be sent through FDA’s current hicensing and registration
NVKem
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7. The MAL shall be responsible for ensuring the continuous compliance of their
products placed on the market to FDA-issued standards and guidehnes.

CREATION OF THE FDA EXECUTIVE COUNCIL, ON ENDS/ENNDS

The FDA shall create an Executive Council on ENDS/ENDDS which will
exercise oversight functions on the regulation of ENDS/ENNDS,

LEGAL FUND

In the event that any legal action, suit, or proceeding arising from or related to
this AG 15 1niitated againsi the FiJA or iis officials and empioyecs in ine course of ine
exercise of their official funciions and duties, the costs and expenses incurred in
connection with such action, suit, or proceeding, including attorney’s fees, shall be
paid from the Legal Fund [parsuant to Section 18 of RA 9711 and Article ILB,
Section 8 of its implementing Fules and Regulations].

PENALTIES

Violation to any of the provisions of this Order shall be subject to the
penaities/sunciions provided under Book iii, Ariicie Xi of 1he Ruies and Reguiaiions
Implementing Republic Act No. 9711, The Food and Drug Administration Act of
2009, and other penalties provided by other applicable laws,

A transitory period of not more than three (3) months from the date of
......... 4

afantisdtar o F slis feedon ool o wesaidad s all.... 11 wtalabiinlecam winta £
MHWVLIVILY Sh) LD WideE DG WG PEVVILLGE W GHUW G WWYRITOU COEaUIEIHVINRD W

comply with the new puidelines.

ENDS/ENNDS products veritied to be unregistered after the given grace period
shall be subject 1o scizure, and persons, establishments including the officers and
dircetors. responsible for their distribution or introduction in the Philinpines shall be
subject to the imposition of appropriate regulatory actions after due process.

SEPARABILITY CLAUSE

It, for any reason, any secuon or provision of this Order is declared invahd,
illegal or unconstitutional, such validity or unpconstitutionally shall not affect the
other provisions of this Order, ‘Ahich will remain in full force and effect.
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This policy repeals A.0O. 2014-0008 entitled *Rules and Regulations on
Elecironic Nicotine Deilivery Sysiem (ENDS) or Fiecironic Cigarettes.” Provisions of
other existing Orders or issuances found inconsistent or contrary with this Order are
hereby amended accordingly.

This Order shall take effect fifteen (15) days after its publication on newspaper/s
£
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Administrative Register,
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ANNEX B

List of Documentary Requirements for FDA Electronic Registration Number of HUHS
E-Liquids and Refills

i. A validity of | year tor imtial 1ssuance of FERN to HUHS e-liquids and retills, while
renewal shall have an eptional validity of one 1o three (1 to 3) vears.

2. Product variations shall require initial filing of FERN application.

3. Products without variations can apply for the renewal of its FERN.

Initial Application 1. Declaration and Oath of Undertaking and
; Accomplished Online Application Form
Full Ingredient Listing (in descending order); In the
product ingredient list, all ingredients must be
specified by using the chemical names with CAS
number. Botanicals and extracts of botanicals should
be identified by its genus and species. The genus may
be abbreviated. The functions and percentages of
ingredients must be declared.
3. Pack Sizes
4, Technical Specificauons of the Finished HUHS
Product
5. Certificate of Analysis of the Finished HUHS
‘ Product
: 6. (GHS Classification of Finished Product
7. Primary and secondary commercial label bearing the
following required information:
a, Brand Name
! b, Variant
Net Volume
d. Full Ingredient Listing (descending order)

s
i

o

.5

e, Nicotine Strength (if applicable)
. Pictogram and Signal Word (optional)

: 2. Hazard Statement (optional)

‘ h. Health Warning
i, Precautionary Statement :
. Baeh Number
k. Expiry Date
1. Storage Requirement

i m. FDA Electroric Registration Number (FERN)

i = n. Name of marketing authorization holder (MAH)

i o Regisiered address of MAH {as refiecied on
LTO)

p. Contact details ot MAH

. dnstiuctions for Use

1. First Aid Notes to Physician

s National Poison Control Center Contact Numbey

t. FDA Contact Number l

(
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ANNEX B

List of Documentary Requirements for FDA Electronic Registration Number of HUHS
E-i.iquids and Refiiis

B

9. Paymenmt

T gt i e e+

Renewal

|
2,
3

Declaration and Oath of Undertaking

Payment

Stability : STde (Accelerated or Rcill-!irﬁé')mﬁcr
packaging iype

e obralles B Mt cE e e e B e |

Accomplished Application Form
Full Ingredient Listing (in descending order); In the

product ingredient list, all ingredients must be |

specified by using the chemical names with CAS
number. Botanicals and extracts of botanicals should |

be identitied by its genus and species, The genus may |
be abbreviated. The functions and percentages of |
ingredients must be declared. g

e e e e




Schedule of Fees for the Licensing and FD
Appiicaiion of

ANNEA C

A
PRI (TR RITAG
EANMD/ BN

License to Operate (LTO)

R —

Retailers (Rewail Outler Online
Sellers)

P 5,000.00 + LRF per year

Distributors (/mporters,
Exporters, Wholesalers)

£ 10,000.00 + LRF per year

B 1000000 4+ ¥ DE nov vaar
W B WEUWUIVY  SsAmS prwe 7 wers

Imadave
»Mhnufacturers P 15,000.00 + LRF per year

CLTO Variation

Winjor sudior Mimor

[ $1,000.00 + LRF / application

- FDA Electronic Registration Number (FERN)

Initial Application (1 year)

HUHE E-Liguids and Rofille

“eiowniiEE

Electronic Delivery Devices

TP 10,000.00 + LRF

Electronic Registration Number (FERN)

R“,’“Yj“ Applicatlon (maximum S years)

HUHS E-Liquids and Refills

P 3,000.00 + LRF per year

Electronic Delivery Devices

P £.000.00 + LRF ner vear
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ANNEX D
List of Documentary Requirements for FDA Electronic Registration Number of
Fiecironic Delivery Devices
1. Initial FERN issued to electronic delivery devices shall have a validity of one (1) year

and a renewed I'ERN shall be valid for three (3) years.

TG P PAPRNER o el
HiNE 01 I &ivN appucanon,

1

oo A na samae! ol o ot Y sge araadon Koo mad
Produci vitiations stall require iniiiai

3. Products without variations can apply for the renewal of its FERN.

Initial Application 1. Declaration and Oath of Undertaking
2. Accomplished Online Application Form
3, Cenificate of Conformity from DT
4. Technical Specifications of the Device
a. Detailed diagram of'the device showing
all parts
b. Materials composition of the device
5. Certificate of Analysis for the migration of
specific metals
6. Commercial  Label  containing  the
following
a. Brand Name
Device Model
Battery Capacity
Nume of marketing authorization
hoider (MAI)

»

=2

a6

e. Registered Address of MAH

- Contact details of MAH

g Instructions for Use

h, Maintenance [nstructions

1. Instructions for Disposai

j. Country of Manufacture

k. Batch Number

I FDA Flecouiic Registiation Nuinber

(FERN)
7. Payment

I, Declaration and Oath of Undertaking
2 Accomnhished Application Form
3,

Payment

Renewal
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Free for Metro Manila callers ONLY

{Lonyg distance charges will apply for oulside Melro Manila calletsi

0977-6277539

Globe/T

OUIT SMOKING

~ BEFORE IT
KILLS YOU!

W SR W

Like and follow:

https://www.facebook.com/DOHQuitlineofficial/




