ANNEX A

Procedure on the Use of the FDA eServices Portal System for Sales Promotions Permit
Initial Application
1.

Access the online portal through eservices.fda.gov.ph and click “Applications” found on
the upper right corner of the eServices landing page.

@ eServices Portal Home Applications Downloadables FAQs ContactUs

Home

AUTHORIZATION QSER\"CES
[ |

PORTAL

Slc=x

MISSION

To guarantee the safety, quality, purity, efficacy of products in order to
protect and promote the right to health of the general public.

VISION

The Food and Drug Administration to be an internationally recognized
center of excellence in health product regulation by 2026.

/
|

2. Click on the “Sales and Promotions Permit” icon.

Ensure correctness of the icon to be
clicked.

A 4

| Sales and Promotions Permit |

Permits granted to ...
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3. Click on the “Initial” icon to apply for initial SPP application.

Home Applications Downloadables FAQs Contact Us

Application Status

Home | Applications [ Spp

Check the current status of the application

Sales Promo Permit

Apply

Permit

Apply for the issuance of Sales and Promo

4. Read carefully the “Declaration and Undertaking” before proceeding with the
application process. Make sure to check the box below and click on “Start Application”.

Home | Applications | Spp [ Spp

P Declaration and Undertaking

Homa Applications Downloadobles FAQs Contact Us

Sales Promotion Permit Application

Declaration and Undertaking

o Applicant Information

e Promotion Details

o Documentary Requirements
o Participating Products

o Salf-Assessment Raview

|, duly authorized officer/s or representativa/s of the Establishment he

»

declare, undertake, and agree that all data and information contain
application, together with all other submissions, including amendmaen|
my knowledge and are based on existing records, legal documents ang
declare, undertake and agree that:

1. The particulars given in this application are true, all data, and iny
to this application have been supplied and that the documen:
coplas

ra

_The electronic copy of the files, documents, or information submy
are the exact duplicate or scanned copy of the same and, any
false claims or misreprasentation on any of the data therein sha
of application, or if discovered post-approval shall be o grou
including the revocation of the certificate or, and/or tha filing
against me, the owner, its officers or the establishment wheneve|

w

. The products that my establishment manufacture, distribute qf
reqgistered with FDA prior to distribution or sale, and that we ass
stawardship over the product in case of licbility, adversa ever
safety issues;

4.1 understand that | shall be responsible for ensuring that e
continues to meet all the legal requirements, and confol
specifications of the product that | have declared to the authority

6. This document is executed in full knowledge and awareness of R|
by Executive Order No. 175 and RA No. 9711 etherwise known as ti
ETTer=Te ) L - L

i

d and provided in the attached
are true and correct based on
available information. |, ikewise

ormation of relevance in relation
enclosed are authentic or true

tted in relation to this application
iscrepancy, prejudicial contents,
be a ground for the disapproval
d for the appropriate sanctions
of the appropriate legal action
possible;

dfor sell are registered or to be
e primary responsibility andfor
s, andfor cthar public health &

h consignment of my product
ms to all the standards and

public Act No. 3720, as amended
2 "Food and Drug administration
5 T

The Declaration
and Undertaking
shall serve as a
binding
agreement
between the
applicant and the
FDA. The
applicant  shall
ensure
consistency with
the information
being provided.

[0 have read and accepted the terms and conditions stated on this form.

Start Application
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5. The applicant shall choose the type of establishment subject to sales promotions permit

issuance from the drop-down menu.

If the establishment is regulated by the FDA, the applicant shall provide its LTO number
and corresponding validity date under Step 5 (Participating Products) of the online

application form.

Q) i

Home | Applications [ Spp [ Initial

o Declaration and Undertaking

Home Applications Downloodables FAQs Contact Us

Sales Promotion Permit Initial Application

Establishment Information

o Salf-Assessment Review

* Email Address
* Mobile Nurmber

Landline Humber

Requesting PartyfApplicant

* Establishment Type | FDA-licensed Establishment v
o Applicant Information LTO Number and Validity in Participating Product
Contact Information
o Promotion Details
Contact Information 1
* First Name | First Name |
o Participating Products
Middle Name | niddie Name |
.
° Documentary Requirements Last Name | Lost hame |
* Position | Please Select v|

The Autharized Person refers 10 the owner, President. Chief Executive Officer ar its
equivalent, or any organic or full-time employee rep: the inan
autnorized or official capacity; and

The Qualified Person refers to an arganic or full-time emplayes of the establishment

wha technical Ioted to the establisnment's activities and health
products by virtue of this profession, training, or experience. The Qualified Person may
also be the duly Authorized Ferson of the esiablishment

| Ernail Addrass |

| Mobile Number |

| Landling Number |

Pleaze indicate the area code followed by the landine number

| Yes |

The name of the requesting party/applicant thall be the same name reflected in the app sales ione permit

A Add Contact

Otherwise, if the establishment choose the “Advertising Agency/Sponsor, the following

details shall be provided:

a. Advertising/Promo Agency Name

b. Advertising/Promo Agency Address
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@ eS5arvices Portal Home Applications Downloadables FAQs Contoet Us

Home | Applications [ Spp [ Initial
Sales Promotion Permit Initial Application

_ . Establishment Information
o Declaration and Undertaking

* Establishment Type | Advertising Agam:yll'SponsUr V|
o Applicant Information * AdvertisingProme Agency | Advertising/Prorme Agancy Nome |
Marme
* Advertising/Prome Agency Eldg.#, Street No./Name, Villags/Subdivision, Brgy., Municipality/City, Provinee, Zip Code
o PFromotion Details Address

Contact Information

o Participating Products R
Contact Information 1

* First Narme | First Name |
o Documentary Requirements

Middlle Hame | Middle Narme |

* Last Narme | Lastname |
o Self-Assessment Review =

* Position | Please Select V|

The Autheized Person refers 1o the owner, Presicent, Chiel Eecutive Gificer or its
equivalent, or any organic o fdl-tme ing the I inan
outhorized or official copacity; and

The Qualified Persan refers to an organic o full- time employee of the esablishment

wha techni = rekated 1o the ivities and health
products by virtue of this profession, troining, or experience. The Qualified Person may
also be the duly Authorized Person of the establistment.

* Emoil Address | Ermail Adress |
* Mabile Murmber | Mobile Hurmber |
Landling Nurnber | Landiine Number |

Fleoze indicate the area code followed by the londline number

Requesting Party/Applicant | Yes |

The nome of the requesting paty) shall be the reflected i the opproved saks promations permit

& Add Contact ]

& 2075 Food and Diug Administration Philippines Priveicty Policy

6. The applicant is also requested to provide the contact information of the authorized person.
By answering “Yes” to the “Requesting Party/Applicant” field, the contact person shall be
responsible in transacting with the FDA pertaining to regulatory filings of all documents
under the sales promotion permit application.

The name of the requesting party/applicant shall be the same name reflected in the
approved sales promotion permit.
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Contact Information

Contact Information 1

* First Mame First Narre

Kiddla Narme Middlz Nams

* Last Mamsa Lozt Name

* Pasiticn Flzase Salect L

The: Authorized Person refers to the owner, Fresident, Chief Exscutive Officer or its
wequivalent, or any orgonic o full- time employes representing the establishmem inoan
autherized or official capocity; and

The Gualifisd Parson refers 1o an crganis or ful-time employes of te estoblishrmem
who possesses lechnic
products by virue of Lhis profession, training or experience. The Qualified Person may
alss be the duly Authorized Person of the estoblishment.

tence reloted to the establishment's octivites and beath

* Email Address Ernail Addrass
* Mobila Humber Mokile Nurmber
Landline Murribar Landline Murriber

Please indicote the area code folowed by the kandlice number

Requesling Parlvf.ﬂ.pplicunt Yas

The name of the requesting partyfapplican shall be the sarme name reflected in e approved soles promolions permit

There shall only be one authorized person who shall receive communications with the
FDA. However, additional contact information may be provided by clicking on the “Add
Contact” button. Additional contact information shall choose “No” in the drop-down button
of “Requesting Party/Applicant” to proceed with the application.

| At Add Contact |
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Cantact Information 2

* First Narme

Middle Narme

* Last Namea

* Pasilion

* Email address

* Mobila Number

Landline Nurmber

| First Harme

| Middlz Nams

| Last Hame

| Pleose Select

Thwer Autharized Penson refers Lo the owner, Fresident, Chief Executive Officer o its
equivalent, or any organic or full-time employee representing the estoblishmen nan
autherized o efficial capocity; and

The Qualifisd Person refers 1o an organic or full-time employee of the estoblishmem

who possesses echnical competence reloted to the estoblishment's activites and heakh
products by vifwe of Lhis profession, training or experience. The Quaolified Person may
also be the duly Authorized Person of the estoblishment.

| Ermail Address

| Mokile Number

| Landline Nurmber

Flease indicate Lhe area code Folowed by the kandline number

Inaquasting Party/Applicant

|Nc

The mame of the requesting party/opplicant shall be the sorme nome reflected in te approved soles promotions peomit

Ramovse Contact

7. The applicant shall fill-in the details of establishment’s promotion details including the

following:

o a0 o

Promotion Title

Promo Duration

Promo Coverage

Geographical Outlet/Coverage
Media/Collateral Materials Utilized
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@ a5arvices Portal Homa Applications Downloadables FAQs Contact Us

Home [ Applications [ Spp [ Initial

Sales Promotion Permit Initial Application

! ) Promotion Details
o Declaration and Undertaking

* Promation Title | Promoticn Title |
o Applicant Infarmation Calendar

* Promo Duration From | Plaaze pick a date |
o Promation Details Promo Duration From should be at kst thirky (30) colendor doys before te commencement of the promation period.

* Promo Duration To | Flease pick a date |

Fromation Duration To must not exceed one (1) calendar year,

o Participating Products

* PFramation Coverage | Plaase Selact hd |
e Documentary Requirements * Geographical [JMGR enly or in several regions including Metro Manila or natiomeide
Outlet{Goverage [ More than are region but sxcluding Metro Manila

[ single province/city/municipality
o Sell-Assessment Review [ Several pravinces/cities/municipalities within a single region
[ Cther Target Establishment/s

+ Madia/Collataral Materials [Staryboard
Utilizack: [[JRodio Script
[ Online Platform
() Print Ads

] Shelt Talkers, In-stare Posters, Store

[JCthars

The “Amount of Prizes” ranges from and to the following amount:

£50,000 and below
P£50,001 to P150,000
P150,001 to 300,000
£300,001 to 500,000
P£500,001 to 21,000,000
1,000,000 and above

mo a0 o

The “Media/Collateral Materials Utilized” shall be provided in order to proceed with the
application. If the media is not available in the list of collaterals, the applicant is expected to
tick on “Others” to provide the specific media promotion appropriate to the establishment’s
promo application.

8. For Advertising Agency/Third-Party Marketing Agencies, the list of participating products
shall be limited to only twenty-five (25) five products per application. Each participating
product shall include the following details:

a. Registration/Notification Number
b. Product Name
c. Brand Name
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d. Product Validity
e. Product Category

Note: If the

registration/n
otification
Home Appimﬁms Downloadables FAQs  ontactUs
number does
Home | applications | Spp [ Initial not reﬂect
Sales Promotion Permit Initial Application after clicking
Q) pesioration ond Undertaking Participating Products on l‘he Search
T - - ' button, the
e Applicant Information ;‘:;?;'r’m'““" | ! Humber | | ﬂ l .
applicant may
* Praduct Narme | Product Nome ‘
) Promotion petails manually
* Brand Nome | Brandhame |
o Partioipating Products * Product Validity | Product Validity Date ‘ lnp ut t h e
* Praduct Category | Prease setect v I”equll"ed
° Documentary Requirements .
details under
° Sell-Assessment Review [ P eac h

participating
product.

@ £ momimum of 25 products is allowsd per application

9. For FDA-Licensed Establishment, there shall be another field for LTO Number and LTO
Validity. The same product details as stipulated under item number 8 in this procedure shall
also be provided.

Note: fthe

Horme [ Applications | Spp [ Initial license tO
Sales Promotion Permit Initial Application operate
o Declaration and Undertaking Participating Products — number
p——" does  not
e Applicant Information ;um;m  Noti | Regi / ion Number ﬂ Veﬂect
P Y— * Product Name | Brodust Nomea | aﬁer
* Brand Nome | Brond noms | . .
clicking on
° Participating Products * Product Validity ‘ Preduct Validity Dote ‘
+Prodectcoegery = 2] the search
0- * LTG Humber | License to Operate Number n button, the

o Sell-Assessment Review applicant

* 110 Valicity ‘ Plaase pick a Dals ‘

mar
manually
| T aaran input  the
S ———— required
details
under each

participati

ng
product.
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10. For FDA-Licensed Establishment, it is the discretion of the applicant which Establishment
Name and Address shall be reflected in the issued Sales Promotion Permit.

FDA-Licensed Establishment

* Establishment Name | Flagse Selact hd |

* Establishment Addrass Establishment Address ‘

11. For the uploading of documentary requirements, the applicant shall be provided with
written instructions to guide the applicant of the formatting type and inclusion of required
and relevant information. The FDA eServices Portal System shall allow a maximum of
4mb size per file.

@ e5anvices Portal Homa Applications Dewnloadables FAGs ContactUs

Home | Applications [ Spp [ Initial

Sales Promotion Permit Initial Application

) ) Documentary Requirements
o Declaration and Undertaking

* arnount of Prizes{ires itarms | Amount of Prizesfires items | B Fils Upload ]
o Applicant Information Only upiood the folowing file formots: paf

* Copy of Product | Copy of Product | B Filz Upload ]
o Pramation Detaile Only upiond e folewing file farmats: il

Mechanics & Schemes

o Participating Products * Machanies & Schemes | Mecharics & Sehemes | Bi Fils Upload ]

Only uplond the Folowing file formats: gl

©) pocumentary Requirements

B Add Mechanics & Schemes ]

o Self-Assessment Review )
LOYOUt Promo Materials

* Layout Prome Material 1 | Layout Prormo katerial B Fil= Upload ]

Only uplood the falowing Fmage farmats: jpg, jeg prig

B &dd Layout Promo Materials ]
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12. Review the duly filled-out online application form under the Self-Assessment Review. If
everything is in order, click on “Next” to proceed with the submission of application.

@ p=cioration and Undertaking e Establishment Information
e Contact Information

© #ppiicant information ——p | ® Promotion Details
e Participating Products

© Fromotion petais e Documentary Requirements
e Lay-Out Promo Materials

-\-{:/- Participating Products

L 5 ] Documentary Requirements

Ig Salf-Assessment Review
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