Republic of the Philippines
Department of Education
CARAGA REGION

1. Rosales Avenue, Butuan Gity,
Agusan del Norte, Philippines, 8600

REGIONAL MEMORANDUM
No._ | 2!{ ,S- 2019

REITERATION OF DM 111 5.2019 PROHIBITING THE USE OF E-CIGARETTES AND OTHER ELECTRONIC
NICOTINE AND NON-NICOTINE DELIVERY SYSTEM (ENNDS) AND REITERATING THE ABSOLUTE
TOBACCO SMOKING BAN IN SCHOOLS AND DEPED OFFICES

TO:  ALL SCHOOLS DIVISION SUPERINTENDENTS
This Region

1. The Department is reminding all officials and personnel to observe the absolute ban on the
distribution, sale, offering, and use of e-cigarettes and tobacco products in all DepEd premises
and Depkd activities.

2. Likewise, all school authorities and teachers are reminded to larly inform learners about
the dangers of vaping and cigarette smoking through curricular, co-curricular, and extra-

DCC No.:

curricular activities.
3. Kindly refer to the attached memorandum and issuances from the Central Office.
(
4. Immediate dissemination of this Memorandum is highly desired|
o
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Office of the Undersecretary
MEMORANDUM
OM-PHRODFO-2019 - 99930
FOR: Minister for Basic, Higher, and Technical Edumom BARMM
Regional Directors
mﬁi Dn;l:mn Offices . m:vm RO Xlll-Rnnrm
ea '?- wr

NOV 1 8 2&39

FROM: JESQQL—EATEO s e 13'13‘

Undersecretary __t.‘-f-_..,_a_ L

SUBJECT: Reiteration of DM 111 5.2019 Prohibiting|the Use of E—ngamm ami
other Electronic Nicotine and Non-Nicotine Delivery &ystm

(ENNDS) and Reiterating the Absolute 'I’abacm Smoking Ban in

Schools and DepEd Offices

DATE: 18 November 2019

A recent report concerning a probable first vaping related lung i m;ury in fhe wmtry,a 1@9@@& .

girl from Central Visayas, has come to the Department's attention.|This validates the

health authorities about the serious health risks posed by vapmg, which refers to the nse.ai,i-:

electronic cigarettes, to users and those around them.

In light of this, the Department is reminding all officials and perdonnel to observe the absolute

ban on the distribution, sale, offering, and use of&dgarettzsand tobacco products inall L
prexmses and DepEd activities. This is contained in DepEd Memdrand

“Prohibiting the Use of e-Cigarettes and Other Electronic Nicotine
System [ENDS/ENNDS] and Reiterating the Absolute Tobacco [Smoking
DepEd Offices.”

The Department is also renundmg all school authorities and teachets
about the dangers of vaping and cigarette smoking through
curricular activities. Further, school administrators must ensure impleme

fum No. 111, s. m&tﬁe&";
ami NmNmDehvery“
Ban in Schools ami

.‘_ ﬂ?mm’m :

form of advertising and promotion of ENDS/ENNDS and tobacco products and on smmshz;as i

by e-cigarette and tobacco companies in the guise of Corporate Social
among others, in all activities and premises of all DepEd offices and &:hmls

Violations of this prohibition and related DepEd issuances by lgarners
accordance with DepEd Order 40 s.2012 DepEd Child Protection Pol
DepEd personnel shall be subject to DepEd Order 49 s.2006 R
Administrative Cases and related Civil Service Commission issua

Immediate and wide dissemination of this Memorandum is directed.

DepEd Complex, Meralco Ave., Pasig City 1600 4%633-7206/636-6549 5118404 € ms&;:&mnh
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Republic of the Philippines

Bepartment of Education

30 AUG 2019
DepEd MEMORANDUM

No. 111,3. 2019

PROHIBITING THE USE OF E-CIGARETTES AND OTHER EL NIC NICOTINE AND
NON-NICOTINE DELIVERY SYSTEM AND REITERATING THE ABSOLUTE
TOBACCO SMOKING BAN IN SCHOOLS AND DE| 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 techmical 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). "y

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, sal¢ and offering for sale
and use of ENDS/ENNDS shall be strictly prohibited in placgs 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. It is reiterated that the sale and use of cigarettes (smqgking) 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

No. 17, s. 2009, entitled Smoking Prohibition Based o
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 all schools and De offices.

DepEd Complex, Meralco Avenue, Pasig City 1600 g 633-7208/633-7228/632-1361 ﬂ 636-4876/637-6209 4 www.deped.gov.ph
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6. DOH AO 2019-0007 further provides the following General Guidelines:

a. A comprehensive ban on any form of advertising,
sponsorship, including corporate social responsibil

promotion and

ity campaigns

by the industry, of ENDS/ENNDS products, shall he implemented

upon approval of this order (DOH AO 2019-0007).
b. Purchase, sale, and use of ENDS/ENNDS below
allowable age shall be strictly prohibited.
c. Local Government Units are enjoined to observe and

the minimum

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 clau

7. In line with DO 48, s. 2016, all schools, through
Protection Committees, and all regional and schools divi
technical assistance of their designated Tobacco Control Coo

a. ensure the enforcement of the ban on the distrib
offering, and use of ENDS/ENNDS and tobacco
cigarettes) in all schools and DepEd offices;

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

c. coordinate and collaborate with their respective loc

€.

eir respective Child
ion offices, with the
dinators, are directed

tion, sale and

of advertising,
ucts, and on
bility by the
premises and

al 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.

8. Violations committed by learners shall be handled in ac
s. 2012 entitled DepEd Child Protection Policy.

9. For violations committed by DepEd personnel, DO
Revised Rules of Procedure in Administrative Cases, shall be
CSC MC 17, s. 2009, and the CSC-DOH Joint Memorandumi
the Protection of the Bureaucracy Against Tobacco Industry
be reported to the CSC through the Civil Service Con
Resolving/Filing Cases of Tobacco Industry Interference in thé

10. Learners and personnel who are in need of brief tobacc

cordance with DO 40,

49, s. 2006 entitled
followed. Violations of
Circular 2010-01, or
Interference may also
imission’s Guide for
Bureaucracy.

b 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 assistance of the concerned offices at the central, regional, and

schools division offices, are also instructed to educ
ENDS/ENNDS through curricular, co-curricular, a
activities, whenever appropriate and applicable. A com
materials and researches related to ENDS/ENNDS are
bit.ly /endsandennds.

te learners about
d extra-curricular
pilation of reference
accessible through

s




12. For more information, please contact the Bureau |of Learner Support
Services-School Health Division, 4th Floor, Mabini Bujlding, Department of

Education Central Office, DepEd Complex, Meralco Avenue,
email at blss.shd@deped.gov.ph (using the Subject Title:
telephone no. (02) 632-9935.

13. Immediate dissemination of this Memorandum is desired.

Pasig City through
ENDS/ENNDS) or

LEONO’;? GTOLIS BRIONES

Secretary

Encls.:
As stated

References:

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




ADMINISTRATIVE ORDER
No.__2018- 0007

Republic of the Philippines
Department of Health

OFFICE OF THE SECRETARY

SUBJECT: % and Regula

viye
Nicotine Delivey

ns_on Elect

BACKGROUND/RATIONALE

Executive Order No. 102, Redirecting the Functions
Department of Health (DOH;, mandated the agency to be
authority on health in the provision of the national policy
national plans, technical standards and guidelines on health,
shall pursue and assure promotion of the health and well-be
prevention and control of diseases among population at 1

JUN 14 72018

¢_Nicotine_and Non

and Operations of the
the over-all technical
direction and develop
Furthermore, the DOH
ng for every Filipino,
isk and protection of

individuals, families and communities exposed to health hazards & risks.

Republic Act No. (RA) 9711, otherwise known as

promote the right to health of the Filipino people and belp es

The Food and Drug

blish and maintain an

Adminigtration Act (FDA) of 2009, declures as a policy that th}ﬁtaw shall protect and

cffective health product regulatory svstem based on the cou
problems. Thus, the State must enhance its regulatory capag
capacity for the regulation of health products and its industry,

try's health needs and
ity and strengthen ity

" Health (DOL) issued

In line with the intent ot RA 9711, the Department o
Administrative Order (A.0.) 2014-0008 entitled “Rules and R
Nicotine Delivery System (BENDS) or Electronic Cigarettes
Under the A0 electronic cigareties (e-cigarcites) were
consumer products under the jurisdiction of the FDA, The O
safety and quality of ENDS o E-cigarettes by providing pe
licensing of e-cigarette establisiments and registration/notifica

E~cigarettes, including both Electronic Nicotine und
Systems (ENDS/ENNDS), are used to deliver aerosolized s
which is similar to the act of smoking, At present, the

ulations on Electronic

" on 12 March 2014,
lassified as health or
er aims to ensure the
inent guidelines in the
on of their products.

on-nicotine Delivery
olutions to the lungs,
ndustry is commonly

marketing ENDS/FENNDS as o "safer” or “less harmful™ altegnative to conventional

tobacco products despite the significant level of uncertainty
The available studies are not ¢nough 1o clearly and unequivo

long-term use of EMDS/ENNDS will not have any harmtul ¢
There may still be undue harm o health that may be brought ah

products thus, precattionary measures such as regulation by a
necessary for the protection of public health. Thus. the DOH r

to strengthen its policy for the effeetive regulation of ENDS/EN

surrounding its safety.
cally conclude that the
{lect to human health.
out by the use of these
competent authority is
rognizes the exigency
NDS products.
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I1.

1v.

ORBJECTIVES

This Order 15 being 1ssued to provide an updated policy on ENDS/ENNDS

which shall serve as a guide to all individuals, enterprises and
w manufactare, distnbute. import. export, sell, offer for s

businesses which seek
ale, and/or use these

products. 1t shall also guide other government anits and offices, involved m the
momtoring and regulation of ENDS/ENNDS use and distribution.

SCOPE

This Order shall apply 10 all individuals and the busines scctor, which intend

to manufuciure, disiribute, import, sell, offer

ENDS/ENNDS in the Philippines.

export,

or sale, and/or use

This Order does not apply to heated tobacco products (HTPs) and other similar

innovations, which use tobaceo products.

DEFINITION OF TERMS
1. Designated Vaping Aren refers 10 an area of a building
vaping may be allowed, which may be in an open space
proper ventilation subject 10 the specific stundards provided

2. Drugs reter to (a) articles recogmized in official pharmaco

or conveyance where
or separate area with
in this order.

peias and formularies,

including official homeopathic pharmacopeias, or any dogumentary supplement

to any of thetn, which dre recognized and adopred by
intended for use in the disgnosis, cure. mitigation, treat
disease in man or other animals: (¢) arucles (other than f(

intended for use as a component of any articles specified i

the FDA; (b) articles
rod) intended to affect

clauses (a), (h), or (v)

the structure of any function of the body of humans or jz:imals; or (d) articles

but do not include devices or their components, parts or ac

2SSOTiCS.

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

combinations of non-tobaceo-conaining e-liquids or ref]
delivery device o produce an aerosol, mist, or vapor
mimicking the act of simoking,

4. FDA Electronic Registration Number (FERN) shall
certification i1ssued by the FDA to a company, finn or non

lls and an electronic
that users inhale by

refer o the product
-profit organization as

an authorization to market specitic ENDS/ENNDS products in the Philippines.

5. Globally Harmonized System of Classification and Labcelling of Chemicals

(GHS) refers to the system developed by the United Nat
and harmonizing the classification and labeling of chemical

yons lor standardizing
M.

Page 2 of' 9
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10.

11, Minimum Allowable Age shall refer 10 24-yearet-apetorthe-purpose-oi-Hns

“Brder: the aie alowed by law to wll, purchage

12.

<.

%\ &

Health Claims refers to the relationship between the juse of ENDS/ENNDS
products and reduced risk of diseuse or health-related condition.

Health Products means food, drugs, cosmetics, devicey, biologicals, vaccines,
in=vitro diagnostic reagents and household urban hazardgus 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,

Health-Related Device refers 1o any device not used in Bealth care but has been
determined by the FDA to adversely affect the health of the people.

Heated Tobacco Products (H'1'Ps) refers to a form of tobacco products that uses
an electronic device to heat processed tobacco leaves, .m} produces nerosols for
inhalation by mimicking the behavior of smoking conventional cigareties,

Household/Urban Hazardous Substances (HUHS) reférs 10 any substance or
mixture of substances intended for individual or limited [purposes and which is
toxic, corrosive, an irritant, a strong sensitizer, is flammable ar combustible, or
generates pressure through decomposition, heat or other means, if such substance
or mixture of substances may cause substantial injury or substantial illness during
or s a proximaie result ol any customary or reasonably f}resccnblc ingestion by
children, but shall not include agricultural fertilizer, pesticide, and insecticide,
and other economic poisons, radioactive substance, or subgtances intended for use
as fuels, coolants, refrigerants and the like.

Marketing Awhorlzations shall refer to the document(s) that is issued by the
FDA to a company. firm or non-profit organization as an authorization to market
health products in the Philippines.

Marketing Authorization Holder (MAH) rcfers to a company, tirm or non-
profit organization that has been grunted a marketing authorization by the FDA.

Nicotine Shots/Coneentrates refers to high strength preparations of flavorless
nicotine desipned to be added to e-liquid preparations tp increase its nicotineg
content,

Post-Marketing Surveillance (PMS) refers to activities involved in safety,
efficacy, and quality monmtoring of health products. This shall also include,
among  others, adverse cvents  reponting,  product  safety  update  reporting,
collection and testing of haulth products in the market.

Page 3 of'9
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106.

I.

3

GUIDING PRINCIPLES

Smoking Cessation Ald refers (o pharmacological aids
Smoking cessation aids which are approved presenptig
medication, which may form part of & comprehensive smo

to smoking cessation;
moor non-preserption
king cessation program

or strategy which includes counsclling, behavior change and/or various forms of

support.

Precautionsry Principle. The principle that the introducti

process whase ultimate effects are disputed of unknown
precaution. With insufficient sciemific evidences on

on of a new product or

should be treated with

the safety profile of

innovative products such as ENDS/ENNDS, the DOH shall take precautionary

measures to ensure the protection of the right to health
regard, c-cigarettes shall be classified as a health product
accordingly.

Classification of Produet, E-hquids and refills, with or o
nicotine, but bear therapeutic or health claims such as but
aide and/or harm reduction for smoking, or are mark
classified as a drug product. E-liquids and refills, with or
nicotine, that do not bear therapeutic or health claims
Houschold/Urbun  Hazardous Substances (HUHS). Th
devices, including ity components used for modification
health-related device.

of the public. In this
and shall be regulated

vithout the presence of
ot limited to cessation
ed as such shall be
vithout the presence of
shall be classified s
e electronic dclivery
shall be classified as

r Dev t, Continuous rescarch study
conducted by the DOH on ENDS/ENNDS. including emer
products, to increase its competency for the developmer
policies for these products.

the implementation of this Order.

w iramework C mi| e |
and promote the applicable agreements under the Fra
Tobacco Controi (FCTC) and ather pertinent international

and analysis shall be
ing and novel tobaceo
t of new and existing

DOH-

¢ FDA shall adhere to
work Convention on
greements.

erate (L.T0Q), following

Page 4 0f 9

VL GENERAL GUIDELINES
1. All establishments engagted in the manufacture,  disfribution,  importation,
exportation, sale including online sale, offering [or
ENDS/ENNDS products saall first seeure a License to Op
LR B Vg e
St
- A : Ay}

s

/.‘

sale, and trunsfer of
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6.

. A comprehensive ban on any form of advertsing, prom

. Establishmems shall be spected by the FDA prior and/¢

_the ligense

the procedure stipulated  under Administrative  Order  2016-0003

amendments.

and its

Only establishments with o valid FDA-issued LTO can apply for a product

marketing authorization, such as Certificate of Product
FDA Electronic Registration Number (FERN).

Establishments sceking to market e-hquids and refills clas

Registration (CPR) or

sified as drug products

shall comply with the regulatory requirements for pharmageutical products under

the Center for Drugs Regulation and Research.

No cstablishment shall engage in the manufacture, di
exportation, sale, offering for sale, and transfer of E
without first securing the necessary marketing authorizatic

No person, establishment or organization. shall use the
“Food and Drug Administration” or “Philippine FDA", th
imitation of such words, nitals, or logo in print and ot
media, including the internet, in connection with any E
merchandise, impersonation, solicitation, or commercial a
convey that such use is approval, endorsement, or authori;
“FDA approved" or “This product is approved by the FD
permission from the agency,

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

Containers and packages of electronic delivery devices,
contain appropriaie health warnings, whose content, fo
are designated by the FDA, based on the declaration of in
of the same product. (see Annex A)

tribution, importation,
\DS/ENNDS products
8.

FDA logo, the words
injtials “FDA™. or uny
et forms of broadcast
DS/ENNDS products,
stivity in a manner that
ration by the FDA (e.g.
") unless with written

esistant, and shall be

liguids and refill shall
at, and specifications,
edients or components

The FDA shall sct standards and necessary restrictions op flavors and additives

used in the manufacture of e-liquids and refills. The FDA
on flavors and additives that are proven or suspected 10 he
toxic. harmful, addictive, or sensitizing

The reta.] sale of nicotine shots and/or concentrates shall b

including corporate social responsibility  campaigns
ENDS/ENNDS products, shall be implemented upon appro

shall also impose a ban
appealing 1o the youth,

e strictly prohibited.
ption and sponsorship,

val of this Order,

Page S o9
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14.

15,

16.

VII.  SPECIFIC GUIDELINES

A,

Minigmagn (a.l\t,..,..\r.u, 430 p,“\u, !m 'A‘td\s, Pt"mn\nﬁn:{.

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 arcas (DVAS), including vaping lounges and the like, shall
follow the same guidelines and requirements set for D$As as provided under
section 4 of Executive Order No. 20 5. 2017,

Local Government Units (L.GUs), 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
this Order, LGLUs shall have the authority to adopt of enact more stringent
measures to exercise their power under the General Welfare clause.

The FDA shall not be precluded from the 1ssuance of subsequent regulations or
regulatory actions for the protection of public health,

Industry Application of FDA Electronic Registration| Number (FERN) for
HUHS FE-liquids and Refills

The application process shall be through FDA's current licensing and registration
system for ENDS/ENNDS products.

Application tor FERN of e-liquids and retills shall be per formulation,
E-liguid and refills with Hazard Categories 1 and 2 injany of the health and

environmental hazard classes under the prevailing GHS revision shall not be
allowed for FERN application,

) ) y ’ , " *’Wcﬁ\'\* (.Q-U)
The maximum allowable nicotine content for e-liquids and refills shall hcieﬂ-ﬁa')'

mg/ml..

E-liquid and refill containers, with or without nicotine, shall only be allowed to

have a maximum volume of thrtyt36rmb. fea (W0) m\-|

Pitge 6 of 9
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0.

9.

10.

Administrative and techpizal product documents as listes
submitted as part of the FERN apphication process dep
apphication.

Commercial product laubel shall follow the puwdelines

v

j in Annex B shall be
ending on the type of

and reguirements for

labelling of hazardous substances stated under Administfative Order No. 311 s,
1977 and Republic Act 7394 8. 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 o have complied with FDA’s requirements and
standards shall be appreved 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 ligensing and registration
system, as may he applicable.

. The MAH shall be responsible for ensuring the continugus 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
system for ENDS/ENNDS products.

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

All documentary and technical requirements (Annex D) shall be submitted
accordingly based on the tvpe of application.

Schedule of fees 15 provided under Annex C of this Order,
Applications determined 10 have complied with FDA's requirements and

standards shall be approved while applications deemed to be incomplete or
incorreet shall automaticaliy be disapproved.

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

Disapproval (LODD) shall be sent through FIDA’s current higensing and registration
system,

Page 7 of 9
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VHL

IX.

XIL

g

7. The MAH shall be responsible for ensuring the continug
products placed on the market 1o FDA-issued vandards an

CREATION OF THE FDA EXECUTIVE COUNCIL ON |

The FDA shall create an Executive Council on ENI

exercise oversight functions on the regulation of ENDS/ENNDS,

LEGAL FUND

~In the evemt thar any legal action, suit, or proceeding ar
this AQ) is nitiated against the FDA or its officials and employ

exercise of their official {unciions and duties, the costy ani

connection with such action, suit, or proceeding, including
paid from the Legal Fund [parsuant to Section 1§ of RA
Section 8 of its Implementing Rules and Regulations],

PENALTIES

i guidelines.

LNDS/ENNDS

DS/ENDDS which will

e

sing from or related to
ees in the course of the
expenses incurred in
torney's fees, shall be
D711 and Article ILB,

Violstion to any of the provisions of this Order shall be subject to the

penalties/sanctions provided under Book 111, Article X1 of the
Implementing Republic Act Mo, 9711, The Food and Drug
2009, and other penaltics provided by other applicable laws,

TRANSITORY PERIOD

A tansitory period ol not more than three (3) months from the date of

effectivity of this Order shall be provided to allow all cov
comply with the new guidelines,

ENDS/ENNDS products veritied to be unregistered afiter
shall be subject (0 svizure, and persons, establishments incl

direetors. responsible tor their distribution or introduction in
subject to the imposition of appropriate regulatory actions after

SEPARABILITY CLAUSE

illegal or unconstitutional, such invalidity or unconstitutionga

Rules and Regulations

cred cstablishments 1o

the given grace period
ding the officers and
he Philippines shall he
due process.

ly shall not affect the

If, for any reason, any section or provision of this Orxicr is declared invalid,

other provisions ol this Order, ¥hich will remain in full foree a

Al
}

1d effect,

Page 8 0f 9
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X1

X1V,

REPEALING CLAUSE

This policy repedds AQ. 2014-0008 entitled “Rul
Electronic Nicotine Delivery System (ENDS) or Electronic (]

s and Regulations on
ligarettes.” Provisions of

other existing Orders or issuances found inconsistent or confrary with this Order are

hereby amended accordingly.

EFFECTIVITY

This Order shall take effect fifieen (15) days afier its puplication on newspaper/s

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

th

Office of the National

CETI, MD, MSc
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ANNEX A L4/

Labelling Requirements for HUHS E-Liquids and Refills

Sample Package Labelling T : " R
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Front and
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FDA Contact Nmber e oo iﬁ
"
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Center Contact Number b (30 A I
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Peorauticaar g rtement

Back and
Right Panel

Lrytrustions 107 vee:
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List of Documentary Requivements for FDA Electronic Registrat
E-Liqulds and Refill

3

|
.i
|

ANNEX B

jon Number of HULHIS

A validity of 1 year for initial issuance of FERN to HUHS e-liggids and refills, while

renewal shall have an optional validity of one 1o three (1 1o 3} w
Product variations shall require initial filing of FERN applicatio
Products without variations can apply for the renewal of its FER

Initial Application L

Declaration  and  Oath’ LJ&
Accomplished Online Applicdtion Form

Full Ingredient Listing (in des
product ingredient list, all
specified by using the chem
number, Botanicals and extrad

be identified by its genus and species. The genus may

be abbreviated. The funetio
igredients must be declared.
Pack Sizes

Technical Specifications of
Product

Certificate  of Apalysis of
Product

GHS Classification of Finishe
Primary and secondary comm

following required information:

a. Brand Name

b, Variam

c. Net Volume

4. Full Ingredient Listing (de

e, Nicotine Strength (if uppli

. Pictogram and Signal Wor

% Hazard Statement (optione

h. Health Warning

i. Precautionary Statement

1. Batch Number

k. Fxpiry Date

. Storage Requirement

m. FDA Electrorae Registral

n. Name ol marketing author

0. Registered address of M
LTO)

p. Contact details of MAH

4. Instructions for Use

. First Aid Notes to Physician

s National Poison Control €
t. FDA Contact Number

zars.

)

N.
{ " Undertaking  and

jcending order); In the
ingredients must be
ical names with CAS
ts of botanicals should

15 and percentages of

the Finished HUHS

the Finished HUHS
d Product
ercial labe! bearing the

scending order)
cable)

d (optional)

]

on Number (FERN}
12ation holder (MAH)
AH (as reflected on !

enter Contact Number l
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ANNEX B

List of Documentary Requirements for FDA Electronic Registration Number of HUHS

9. Payment

E-Ligulds and Refills

K. Stability Study (Accclerate
packaging type

Renewal

e

RS

W -

A4 Paymem E——

Accomplished Application Fe

product ingredient list, all

Full Ingrediem Listing (in descending order); In the

o Rea-ime) per

raking
m

ingredients must be |

specified by using the chemjical names with CAS |
number. Botanicals and extra¢ts of botanicals should
be identified by its genus and pecies. The genus may |

be abbreviated. The functio
ingredients must be declared.

s and pereentages of |

2

’

[
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ANNEX C

Schedule of Fees for the Licensing and FDA Electronic Registration Number (FERN)
Appiication of ENDS/ENNDS

License to Operate (L'TO)
Retailers (Rewarl Quiler Online [
Sellers)
Distributors (/mporters,
Exporters, Wholesulers)

e SRR

P 5,000.00 + LRF per year

P 10,000.00 + LRF per|year

Traders e 10,000.00 + LRF per year
Manufacturers P 15,000.00 + LRF perjycar
e LT Variation "

Nisior sados et T Piles P

FDA Elgqg_onic Registration _Numberﬂ(FERN)
Initial Application (1 year)

HUHS E-Liquids and Refllls £5,000.00 + LRF

Electronic Delivery Devices P 10,000.00 - LRF
~ Renewal Application (maximum § years)

HUHS E-Liquids and Refills P 3,000.00 + LRF per year

Electronic Delivery Devices £ 8,000.00 + LRF per year

-
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ANNEX D

List of Documentary Requirements for FDA Electronic Registration Number of

1. Initial FERN issued o electronic delivery devices shall have &
and a renewed FERN shall be valid for three (3) ycars.

2. Product variations shali require initial filing of FERN applicati

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

Electronle Delivery Devices

(

validity of one (1) year

-

n.

RN.

Initial Application

0.

2

Declaration and Oath pf Undertaking

Accomplished Online

Cenificate of Conformity from DTI

Technical Specificatic

a. Detailed diagram of the device showing

all parts

b. Materials composition of the device
Certiticate of Analysis for the migration of

specific metals
Commercial  Label
following

Brand Name
Device Model
Battery Capacity

=

e

holder (MAH)

Registered Addres
Contact details of
Instructions for Ls
Maintenance [nstr
Instructions for i

L

Batch Number

—=

(FERN)
Payment

Name of marketing authorization

Country of Manuthcture

FDA Eleetronic Regstration Number

Application Form

ns of the Device

containing  the

s ol MAH
AH

clions
posal

Renewal

l.
2,
X

Declaration and Oath of |
Accomplished Applicatiagn Form
Payment

Undertaking
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Free for Metro Manila callers ONLY

{Lang distance charges will apply lor oulside Melre Mamita callers)

0921-2039534

{Smart/TNT/Sun)

0977(—;25%7539
QUIT SMOKING
BEFORE IT
KILLS YOU!

Like and follow:

https.//www.facebook.com/DOHQuitlineofficial




