Republic of the Pbilippines

Bepartment of Education
Region XI
SCHOOLS DIVISION OF DIGOS CITY
Digos City
DIVISION MEMORANDUM December 02, 2019

No. 1109 s. 2019

PROHIBITING THE USE OF E-CIGARETTES AND OTHER ELECTRONIC NICOTINE AND
NON-NICOTINE DELIVERY SYSTEM AND REITERATING THE ABSOLUTE TOBACCO

TO:

SMOKING BAN IN SCHOOLS AND DEPED OFFICES

CID AND SGOD Chiefs

Education Program Supervisors

Public Schools Districts Supervisors

Elementary, Secondary and Senior High School Administrators
Division Office Personnel

All Others Concerned

Encls:

Pursuant to the Regional Memorandum No 110 s. 2019, the Department of Health (DOH)
As the over-all technical in the provision of the National Policy Direction on health, issued
Administrative Order No 2019-0007 entitled the Revised rules and Regulation on
Electronic Nicotine and Non- Nicotine Delivery System (ENDS/ENNDS) on June 14, 2019
providing an updated policy on ENDS/ENNDS (Enclosure No 1).

It is reiterated that the sale and use of cigarettes and absolutely prohibited in the schools
and offices of the Department of Education (DepEd), pursuant to DepEd Order No 48 s.
2016, or the Policy and Guidelines on Comprehensive Tobacco Control, Civil Service
Commission Memorandum Circular No 17, s. 2019, entitled Smoking Prohibition Based
on 100% Smoke Free Environment Policy, and DOH Administrative order No. 2017-
00203, or Guidelines in the Effective Implementation and Endorsement of Executive
Order No. 26, Providing for the Establishment of Smoke Free Environment in Public and
Enclosed Places.

In line with DO 38 s. 2016, all schools, through their respective Child Protection
Committees, and all Regional and Schools Divisions 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 | 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 enacting more stringent
measures, when necessary..

For violations committed by the DepEd personnel, DO 49 s. 2016 entitled Revised Rules
of Procedure in Administrative Cases, shall be followed. Violations of CSC, MC 17, s. 2009
and CSC-DOH Joint Memorandum Circula 2010-01 or the protection of the Bureaucracy
Against Tobacco Industry Interference may also be reported to CSC through the Civil

Service Commission Guide for Resolving Filling Cases of Tobacco Industry Interference
in the Bureaucracy.

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.
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6. To support the enforcement on the ENDS/ENNDS, all schools with the technical

assistance of the concerned office at the Central, Regional, and Schools Division offices,
are also instructed to educate learners about ENDS/ENNDS through curricular, co-
curricular, and extra-curricular activities, whenever appropriate and applicable. A
compilation of the reference material and research related to ENDS/ENNDS are
accessible through bit.ly/endsandsennds.

7. Immediate and wide dissemination of this Memorandum is desired.
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E Bepartment of Education

o - 30 AUs 2019
DepEd"MEMORANDUM

No. 111,s 2019

* NON-NICOTINE DELIVERY SYSTEM AND REITERATING THE ABSOLUTE
, TOBRACCO SMOKING BAR 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 (ERDS/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 prohibited,” and that “the use of ENDS/ENNDS shall be banned in

places where smoking is prohibited.”

. 4. Itis reiterated that the sale and use of cigarettes (smoking] are absolutely
- prohibited in schools and offices of the Department of Education (DepEd),
pursuant to DepEd Order (DO} No. 48, s. 2016, or the Policy and Guidelines on

Comprehensive Tobacco ‘Control, Civil Service Commision Memorandum Circular ﬁ

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 use of
ENDS/ENNDS are hereby prohibited in ail schools and DepEd offices.
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6. « DOH AO 2019-0007 further provides the following General Guidelines:

a A comprehensxvc ‘ban on any form of advertising, promotion and
- sponsorship, including corporate social responsibility campaigns
by the industry, of ENDS/ENNDS products, shall be implemented
upon approval of this order (DOH AO 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 AC 2019-0007). LGUs
have the authority to-adopt or enact more stringent measures to
exercise then' power under the General Welfare clause.

7. In line with DO 48, s. 2016, all schools, through their respective Child
- Protection Committees, and all regional and schools division offices, with the
technical assxstance of their designated Tobacco Control Coordinators, are directed

o tor

.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 comorate 'social responsmxhty by the
ENDS/ENNDS or the tobacco- mdustry, _all premises sand
~activities of all schools and DepEd offices; and

¢. coordinate and collaborate with their respective local government

- units, in observing and ensuring the implementation of the
guidelines provided under DOH AC 2018-0007, 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.

8.  Viclations committed by learners shall be handled in accordance with DO 40,
8. 2012 entitled DepEd Child Protectmn Pohcy ’

9. For viclations committed by DepEd personnel, 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 Burcaucracy Against Tobacco Industry. Interference may also
be reported to the CSC through the Civil Service Commission’s Guide for
Resolving/Filing Cases of Tobacco Industty Intcrfcrcncc in the Burcaucracy.

10. Learners and personnci who are in necd of brief tobacco intervention and/or
referral to cessation -services shall continue 'to be provided with such services.
Enclosed are mformanon about the DOH Quitline {Enclosure No. 2).

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

the. technical assistance of the concerned offices at the central, regional, and
schools division offices, are also instructed to educate learmers about
ENDS/ENNDS through curricnlnr co-cnrricuhr and extra-curricular
~ activities, whenever appropnate “and applicable. A compilation of reference

materials and researches related to ENDS/ ENNDS are accessible through
‘bit.ly/endsandennds.
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12. For more mformatxon, please contact the Bureau of Learner Support
' ,Services&hool ‘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 thc Subjea Title: ENDS/ENNDS) or
telephone no: {02) 632- 9935

i3. Immedxate dxssemmatwn of this Memorandum is desn‘ed

§ il

Secretary
| Encls
As stated

References
DcpEdOrder {Nos. 40 's. 2012; 49 8. 2006; 48 8. 2016)

To be mdlcated in the Eg_pgtual Index
‘ under the fo}lowmg sub;ects

BUREAUS AND OFFICES
EMPLOYEES
HEALTH EDUCATION
'OFFICIALS
. POLICY
- RULES AND REGULATIONS
'SCHOOLS

& itin igareti
0495 July 16/[7 “August 1, 2019
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. ADMINISTRATIVE ORDER
. No_201-0007

. SUBJECT: Revk

i, - BACKGROUND/RATIONALE _
- Executive Ovrder-No. 102, R_edimch’ng the Functions and Operations of the
. Department of Health (DOH;, mandated the agency 1o be the over-all technical
_ .. authority on heslth: in.the provision of the national policy direction and develop
© . .- national plany, technical sandards and guidelines on health, Furthermore, the DOH
: - shall porsue and assure promotion of the heslth and well-being for every Filipino,
. _prevention and control “of disenses among population st rixk and protection of
“individuals, famifies and communities exposed 10 health hazards & risks,

- Republic_ Act No. (RA) 9711, otherwise known as The Food and Drug
- Administration Act (FDA) of 2009, deciares'as a policy that the State shall protect and
promote-the right to-healih 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 ephance its regulatory capacity and strengthen its
capacity for the regulution of health products and s industry,

In line with the intent of RA 971 1, the Department of Health (DOI) issued
Administrative Order (A.0.) 2014-000% ensitled “Rules and Regulations on Electronic
Nicotine: Delivery System (ENDS) or Electronic Cigareties® on 12 March 2014,
Under the A.0.. electronic cigareties fe-cigarettes) were classified as health or

. consumer products. under the jurisdiction of the FDA. The Order aims lo ensure ihe
- satety and-quality of ENDS or E-cigaretiey by providing pertinent guidelines in the
licensing of e~cigureite establishments and registration/notification of their products.

_ E-cigarcttes, including both Electronic Nicotine and Non-nicotine Dalivery
.- Systems (ENDS/ENNDS), are used to deliver serosolized solutions fo the lungs,

~whichy is similar {6 the act of smoking. . At present, the industry is commonly
marketing ENDS/FMNDS as o “safer” or “less hammful™ altemative o conventional
tobacco products despite the significant level of uncenainty surrounding its zafety.
The available studies are not enough to clearly and unequivocally conclude that the
_ long-terms use of ENDS/ENNDS will av bave any harmful effect 1o human hesith,

- There may stifl be undue ham 1o heaith that may be brought about by the use of these
produets. thus, precautionary measures such as regulation by a competent suthority is
necessary for the protection of public-heaith, Thus, the DOH recognizes the exigency

o strengthen its palicy for the effective regulation of ENDS/HNNDS products,
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.  OBJECTIVES

' This Order i3 being issued (o provide an updated policy on F.NDSI?.NNDS

- which shall serve.as g guide 1o all individuals, enterprises and businesses which seek

to manufscture, distribute. import. expont, 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 und distribution.

L. SCOPE

This Order shall spply 10 all individuals and the business sector, which intend
te manufscture,  disiribute, import, export. sell, offer for sale. and/or use
- ENDS/ENNDS in-the Philippines, !

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

IV.  DEFINITION OF TERMS

1. Mniud' ‘fwigg ._Ani refers nng.nrea of & building or conveyance where
. vaping may be allowed, which may bg in an open space or separate ares with
 proper ventilation subject (o the specific standurds provided in this order.

2. Drugs rofer to (a).articles recognized in official pharmacopeias and formuisries,
- including official homeopathic pharmacopeias, or eny documentary supplement
to any of than, which gve recognized and adopied by the FDA,; (b) articles
_intended for usc in the diagnosis, cure, mitigation, treatment, or prevention of
disesse in man or other animals: {e) articles {other than food) intended to affect
_ the structure of any function of the body of humans or animals; or (d) srticles
intended for use as a component of any articles specified in clauses (8), (b), or (©)

- but do not include devices or their components, pans or accessories.

3, ~Electronic Nicotine and Non-Nicotine Delivery Systems (ENDS/ENNDS) sre

~ combinations of non-tobaceo-containing e-liquids or refills and an ciectronic
“delivery ‘device to produce an aemsol, mist, or vapor that users inhale by
- mimicking the sct of smoking. '

FDA Electronie Reglstratlon Number (FERN) shall refer (o the product
- eertification issued by the FIDA to a company, firm or non-profit organization as
an autharization 1o market specific ENDS/ENNDS products in the Philippines.

s. Gbﬁaﬂy'l!:momized System of Clgssification snd Labelling of Chemiesls
(GHS) refers 10-1he system developed by the United Nations {or standardizing
-and harmonizing the classification and labeling of chemicals.

f e = e e v el Al e e
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6. Heslth Claimg refers to the relationship between the use of ENDS/ENNDS

“products and reduced risk of disease or heslth-related condition.
7. Heshth Products meuns fuod, drugs, cosmetics, devices, biologicals, vaceines,
in-vitro diagnostic reagents and household urban hazardous substances and/or &
“combination of and o7 a derivative thereof, It shall also refer to products that may
have an effect on health which require regulations as determined by the FDA.

Tt 8 llulth-muudmvlu re_féri' to any device not used in health care but has heen

' determined by the FDA 1o adversely affect the healih of the people.
- 9. Hested Tobaces Prodacts (HTP1) re_f'ets to & form of tobecco products that uses

an electropic device 1o hent processed { tobaccy leaves, and produces serosols for
 inhalation by mimicking the behavior of smoking conventional vigareties.
S U8 Hounhuldﬁfrbm Hazsrdous Substances (HUKS) refers w any substance of

mixture af substances intended’ for individusl or limited purposes and which is

" toxie, cormosive, an imitant, 8 atrong sensitizer, is flammable or combustible, or
generates pressurc ihrough decomposition, heat or other means, if such substance

or mixture of substances may cause substantial injury or substantia] ilincss during

“or as a proximate result of uny customary or reasonably foreseeablc ingestion by
children, but shall not include agrieultural fenilizer, pesticide, and insecticide,
~and other economic poisons, radinactive substance, or substances intended for use
_:  as fuels, coolants, refrigerants and the like.

'11. Minimur Atlowable Age shall refor to

B . ! - ‘ ; : %
~Order: the age alowed by low to 0, purchase ond und ENDL/ENRNDE M‘%/
" 12. Marketing Authorization shall refer 5o the documeni(s) thet is issued by the
FDA to a company, firn or non-profit organization as an suthorization to market
health products in the Philippineys. ‘

_ 13 Marketing Au:borundou ﬂoidir (MAH) refers to a company, firm or non-
: - profil organizetion that has been granted a marketing authorization by the FDA.

~—i4. Nkﬂhs ShMCnmmiiatq..téfm ‘gd,_high strength preparations of flavorless
- nicotine ‘designed 0 he added fu e-liquid preparations to incresse it nieotine
content. SR .

. 15, Post-Msrketing ‘Survelllance (PMS§) refers to activities involved in safety,

- efficacy, and quality monitoring of health. products. This shall also include,
among - others,. sdverse  cvants. reporting,  product safety update reporting,
eollection and testing of hesith products in the market,

B
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16. Smoking Cessation Ald refers to pharmacological aids to smoking cessation;
Smoking cessation ‘sids which are approved proscription of non-prescription
medication, which mey form part of a comprehensive smoking cessation program
ar siracgy which inctudes counselling, behuvior change snd/or various forme of

1. Precaugionsry Pringlple, The principle that the infroduction of a new product or
" process whose ultimate effects ure disputed or unknown should be treated with
 precaution. With insufficient scientific evidences on the safety profile of
innovative produsts such as ENDS/ENNDS, the DOH shall take precautionary
 measures to ensure the protection of the right to health of the public, In this
- tegard, e-cigarettes shall be classified as @ health product and shall be regulated
acsurdingly.

k -of Pr: E-liquids and refiils, with or without the presence of

~ " picotine, but besr theraeutic or health claims such s but not limited to ceasation
aide_and/or harm reduction for smoking. or are marketed as such shall be
classified as a drug product. E-liquids and refills, with or withoul the presence of
nicotine, that do not boar therapeutic or health claims shall be classified as

- Household/Urben  Hazardous Substances (HUHS), The elecuronic delivery
‘devices, including its components used for modificstion shall be classified as
health-reisted device. ‘

Research snd Develooment, Continuous rescarch study and analysis shali be
conducted by the DOH on ENDS/ENNDS, including emerging and novel obacee

products, fo increase its competency for the development of new and existing
policies for these products. : ~

3'

Crotect

ion of She BUresd BRinSE BEE0 INGUSITY sU IS st
CSC Joint Memorandum Circular (JMC) 2010-001 shall be strictly observed in

_the implementation of this Order.

- : “.fz:. ork Convention 08 1 053ceq ‘ontrol, The FDA shall adhere (o
and promote the applicakle agreements under the Framework Convention on
Tobaceo Control (FCTC) and other pertinent international agreements.

¥
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Vi. GENERAL GUIDELINES

. All establishments  engaged in the manufacture, distribution, imporiation,
exportation.. sale including online sale, oifering for sale, and transfer of
ENDS/ENNDS products giall first secure a License to Operate (LTO), following

Y
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the procedure  stipulated under ' Administrative  Order 2016-0003 and its
amendments. , '

Only estsblishments with o valid FDA-issued LTO can apply for & product

“marketing suthorization, such as Certificate of Product Registration (CPR) or
 PDA Electronic Registration Number (FERN).

Establishments seeking o ixsirkci e-liql'sids and refills classified as drug products
shall comply with the regulatory requirements for pharmaccutical products under

- the Center for Drugs Regulation and Research.

No cstablishment shell engage in the manufacture, distribution, importation,
exportation, sele, offering for sale, and transfer of ENDS/ENNDS products
without tirst securing the necessary marketiqg authorizations.

No person ‘establishment or. orgalﬁwim. shall use the FDA logo, the words
“Food-and Drug Administretion” or “Philippine FDA", the initials “FDA”, or any

imitation of such words, initials, or Jogo in print and other forms vf broadeast

snedia, including the internei, in connection with any ENDS/ENNDS products,
merchandise, impersonation, solicitation, or commercial activity in a manner that

convey that such use is approval, endorsement, or authorizution by the FDA {s.g
“EDA approved™ or “This product is approved by the FDA") unless with written

‘permission from the agency.

Al refills and devices shall be child-resistant, tamper resistant, and shall be

pfcteeted aguinst breakage and leakage.

* Comtainers and: packages uf elecisonic delivery devices, e-liquids and refili shall
- contain appropriate. health wamnings, whose content, format, and specifications,

;re;dcsigrlatéd by the FDA. based on the declarstion of ingredients or components
of the same product, (see Annex &) /'

. The FDA shall set standards and neckssary restrictions on flavors and additives

used in the manufacture of e-liquids and refilis. The FDA shali also imposc 8 ban
on flavors and additives that are proven o suspecied 10 be eppealing to the youth,
toxic, harmful, addictive, or sensitizing

The retail sale of icotine shats and/oF concentrates shall be strictly prohibited.

10, A comprehensive ban on any: form of udvertising. promotion and sponsorship,

including corporate ‘social responsibility campaigns by the industry. of
ENDS/ENNDS products, shall be implemented upon approval of this Order.

Esul.:lish:xaents,slzall' be inspected by the FDA prior andfor after the issuance of

%
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13. The distribution, sale and offering for sule and use of ENDS/ENNDS shall be
strictly prohibited in pluces where sule and use of cigarettes are prohibited,

14, The use of ENDS/ENNDS shall be baned in places whess smoking is prohibited.

FS. Dcsi,gniigl vaping areas (DVAS), including vaping lounges and thcllike. shall
" follow the same guidelines and roquircments set for DSAs as provided under
- section 4 of Executive Order No. 265 2017,

16. Local Governmen: Units (LGUSs). and -other govemment units and offices

_involved in the monitoring and regulaiion of ENDS/ENNDS use, sale and

. " distribution are enjoined 1o observe and implement the guidelines provided under

. _ this Ordér. LOUs shel] bave the authority to adopt or ensct more stringent
measures to exercise their power under the General Weifare clause.

17. The FDA sh'glf nat be precluded from the issuance of subsequent regulations or
regulafory actions for the protection of public healith.
VI SPECIFIC GUIDELINES
A Industry Application of FDA Klectronic Registration Number (FERN) for
- HUHS E-liguids snd Refills

.1, The nﬁpliﬁx_iéﬂ-p@mess shall be through FDA's current licensing and registration
system for ENDS/ENNDS products,

2. Application for FERN of e-liquids and refills shall be per formulation.
E-liguid md-reﬁlk with!inz:rd Categories | and 2 in any of the heaith and

- environmental hazerd clanses under the prevailing GHS revision shall not be
~ allowed for FERN application, '

. The maximum allowable nicoting content for e-{iquids and refills shall iaeier'(:a)
- mg/mi. ' ;

_have ¢ mazimum volume of thiryt385mE. ten (0) o\ .

E-liguid and refill Maincrs. with or without nicotine, el;:;jn)y be allowad to

v 301 i ' _ SR © Pagebof9



6. Administrative and technizal ﬁmd_uct documents as listed in Annex B shall h':’
submitted as' part -of the FERN application process depending on the type &
~‘application. , - -

7. - Commercial product label shall follow the guidelines and requirements for
labelling of hazordous substances stated under Administrative Order No. 311 &.
1977 and Republic Act 7394 5. 1992, while the Globally Harmonized System of
Classification and Labeling of Chemicals shall be optional.

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

9. - Applicstions  determined 0 have complied with FDA’s requirements and
standards shell be spproved while applicetions deemed to be incompleie,
inconsistent or incorrect shall sutomstically be disapproved.

10, Decision for the application, whether for the issuance of a FERN or Letter of
Disepproval (LOD} shatl be sent through FDA's current licensing and registration
~ system, ns may be applicable. :

_. “11. The MAH shall be responsible for ensuring the continuous compliance of their
© products placed on the market to PDA-issued standards and guidelines.

B. Industry Appliestion of FDA Elestronic Registration Number (FERN) for
Electronic Delivery Devices e

t.  Application-process will be through FDA's current licensing and registration
system for ENDS/ENNDS products.

2. Tanks of clestronic delivery devices shall only be allowed to have & maximum
- capacity of two (2) mL. RN

3. Al documentary and technical requirements (Annex p) shall be submitied
. uccordingly basad on the tvpe of application.

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

Applications detormined 10 have complied with FDA's requirements and
starddards shall be approved while applications deemed to be incomplete or
incorreet shall automatically be disapproved,

Decision for the application, whether for the issuunce of @ FERN or Letter of
Disapproval (LOD) siall be sent through FDA’s current licensing and registration
system,

v ' _ 3 o ' Page Tof @




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

- VIN. CREATION OF THE FDA EXECUTIVE, COUNCIL ON ENDS/ENNDS

The FDA shall create an Executive Couricil on ENDS/ENDDS which will
exercise aversight ﬁm_c!iansrcn_thc regulation of ENDS/ENNDS.

IX.  LEGALFUND

: In the event that any legal action, suit, or proceeding ansing from or related to

. this AQ is initiated against the FDA or its officials and employees in the course of the

- exercise of their official functions and dulies, the vosts and expenses incurred in

connection with such action, suit. or procecding, -including attorney’s fees, shall be

paid from the Legal Fund [parsuant to Section 18 of RA 971} and Article 113,
Section 8 of 1ts Implementing Rules and Regulations],

X PENALTIES

v Viclation to any of the provisions of this Order shall be subject to the

- penalties/sanctions provided under Book 11, Article X1 of the Rules and Regulations

Implementing Republic Act No. 9711, The Fond and Drug Administration Act of
2009, and other penalties provided by other applicahle laws,

Xl.  TRANSITORY PERIOD ‘

A mm%wiy period of not more fhan three (3} months from the date of
- effectivity of this Order shall be provided to aliow all covered establishments o
comply with the new guidelines, ’

% - ENDS/ENNDS products verified to be unregistered after the given grace period
i shall be subjeet o seizure, and persons, extablishments including the officers and
\ dircctors. rosponsibic for their distrihution or introduction in the Philippines shall be

subject to the imposition of appropriate regulatory actions after due process.

XIL - SEPARABILITY CLAUSE,

it ‘for any reason, any fection of provision of this Order is declared invalid,
ilegal or unconstitutional, such- invalidity or unconstitutionally shall not affect the
uther provisions of this Order, vhich with remain in foll force and offeet,

— - “ i
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X1,

- XIV.

REPEALING CLAUSE

This' policy repesis A.O. 2014-0008 entitled “Rules and Regulations o
Eiectronic Nicotine Delivery System (ENDS) or Electronic Cigareties.” Provisions of
other existing Orders or issuances found inconsistent or contrary with this Order are
hereby amended accordingly. i

EFFECTIVITY
This Order shall take cﬂ'eé.t fifteen (15) days afier its publication on newspaper/s

of general circulation in the Philippines and filing with the Office of the National
Administrative Register.

FRANCISCO T , MD, MSe
 fecrotary 61 Health
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ANNEX A 4

,I,._:bemng'ngguiumenu' for HUHS E-Liguids and Refllis
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Fron? Panel
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ARNNEX B

' Lht of Doeumemars Requlnmeutl !‘or ¥DA Elecironie Registration Number of HULS
- E-Liquids and Refills

1. Awvalidityof | ym for initial issuance of FERN to HUHS e-liguids snd rcfills, while
- renewal shall have an optiopal validity ofone to three (1 to 3) yeary. .
% Product varigtions shall require initial filing of FERN spplicstion.
3. Products without vana;mns can spply for the renewal of jt1s FERN,

i Initial Application s Dcclmumn “and Oath  of Undertaking and |
2 ' - Ak , AucomphshedOnlme Application Form
¢ 1 Full Ingredient Listing (in descending vrdar); In the
: _ ! . product ingrediemt list, all ingredients must be
ey ’ : e A specified by using the chemical names with CAS
PN, ' - number. Botanicals and extracts of botanicals shouid
beidentified by its genus and species. The genus may
be gbbreviated, The functions and percentages of
. ingredients must be deglured.
3. Pack Sizes
4, Technical Specifications of the Finished HUHS
" Product -
A 5. Cenificate of Analysis of the Finished HUHS
4 Product
' 6 GHS Classification of Finished Product
7. Primary and secondary commercial Isbel bearing the
following reguired information:
a. Brand Name
Variant
Net Volume
Full Ingredient Listing (descending order)
Nicotine Strength (if applicable)
Pictogram and Signal Word (eptional)
Hezard Statement (opricsal)
Health Waring
Precautionary Statement
Batch Number
Expiry Date
Swrage Reguirement
m. FDA - Electronic Registration Number (FERN) !
0, Name of marketing suthorization holder (MAH) 2
o, Registered addross of MAH (88 reflected nn
b LTO)
i p. - Contact details of MAH
4. Instructions for Use
1. First Aid Notes 10 Physician ‘
n Nations! Poison Control Center Contact Number |
t. FDA Coniges Number_ 1

TEY OR8N e T

!
g
i

/
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 List of Documentary Requl

8.

g,

Stability Study ‘(Accelerated or Real-time) per
_packsging type ' :

ANNEX B

rements for FDA Electronie Registration Number of HUHS
o E-l.kjum snd Befills ‘

o e =

Bavment e P

_—

ol & et R

‘ Full Ingredient Listing (in descending order); in the
product  ingredient list, all ingredients must be

Declaration and Oath of Undertaking
Accomplished Application Yorm

~ specified by using the chemical names with CAS 5

i

bl
et

number. Botanicals and extracts of botanicals should |
be identified by its genus and species. The gonus may
he abbreviated. The functions and percentages of |

ingredients must be declared. i
Peyment

e et e T s B

ol
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AVNE’L C

Schedule of Fees for. the Liceming snd FDA Eloctron&c Reglstraﬁon Number (FERN)

‘ Appﬂclﬁan of ENDS/ENNDS
* . lem to Operate (1.10) -
Retsilers (Retail Outler Online )
| Sellers) ' : PS500.00 + LRE per year
‘Distributers {Impm 1ers, . N
; Exporte: ¥, mwlaafers} w SEI000080 3 LEY por your
| Traders - ' # 16,000.00 + LRF per yesr
| Manufacturers - £ 15,000.60 + LRF per yesr
3 . S CLTO Variaties -
Major and/or Minor | #1,000.00 + LRF / applicstion
FDA Electronic Heglstration Number (FERN)
: . : initlal Application (1 year)
‘T HUHS E-Liqnm and Refilly # £,000.00 + LRF N
'Ekctronk Delivery Devices - $#10,000.00 + LRF
St - Renews! Applicstion (maximum § years)
HUHS E-Liquids snd Refilly - 3,000.00 + LRF per yesr
“Electronic Delivery Deviees - §,000.00 + LRF per yesr

7

Page l of | /"‘ (\F\/

|



ANNEX ﬁ

List of Dacumentary Requiremonts for FDA Electronic Registration Number of
l".iccmmk Delivery Devices

. Initiat FERN-iasM.tn gigctronic ddivety devices shall have a validity of ome {1} year
~and a renewed 'ERN shall be valid for three (3) years.

-

1B

. - Product varistiens shal) require initis! Bling of FERN application.

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

Declaration and Oath of Undentaking
 Accomplished Online Application Form
Centificate of Conformity from DTI
Technical Specifications of the Device
a, Detailed diagram of the device showing
ali paris
b. Maierials composition of the device
‘Cérntificate of Analysis for the migration of
specific metals
6, Commereiai  Label containing the
following
Brand Name
' Device Model
. Battery Capacity
Neme of marketing authorization
holder (MAH)
Registered Address of MAH
Cantact details of MAH
~ Instructions for Use
" Maintenance {nstructions
*Instructions for Disposal
Country of Manufseture
" Balch Number
FDA Fiectronic Regstration Number
- (FERN)
B Pavmem

Inidal Application

™ B W

= »

e e

e mres v 8

Renewal -Dectammu and Onth of Undensking
: Acmmp!;xi\cd Application Form

Payment

{aw-—-‘

/
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- f’" Free for Metro S‘Jiam!z}@ ca}ljgrs OIQLY» -

0921-2039534

(Smart/TNT/ Sun}

- 0977- 6277539

- ‘wa&nﬂ; :

QUIT SMOKING
"BEFORE IT
KILLS YOU!

- Like and follow:

's;iiwww.facebook. nDOHQuitlineofficial/




